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BACKGROUND AND PURPOSE

Article 9 of Chapter 131E of the North Carolina General Statutes (CON Law) requires that a person obtain a
certificate of need (CON) from the Department of Health and Human Services (Department) before developing or
offering a “new institutional health service.” The term “new institutional health service” is defined in G.S. 131E-
176(16). The new institutional health services relevant to this fiscal impact analysis include:

e Cardiac catheterization equipment and Cardiac Angioplasty Equipment
e Open heart surgery services and heart-lung bypass machines

e Linear accelerators

e Magnetic resonance imaging (MRI) scanners

e Positron emission tomography (PET) scanners

The Department delegated the authority to enforce the CON Law to the Healthcare Planning and Certificate of
Need Section (CON Section) in the Division of Health Service Regulation (Division).

In order to obtain a CON, the state must determine that the equipment is needed and a person must submit a
completed application form and be approved by the CON Section to develop the proposed project. The CON
cannot be issued until all appeals are resolved. The application process in rule has no effect on whether there is a
need determination for the equipment.

The CON Section is required to review all CON applications using the review criteria found in G.S. 131E-183(a). In
addition, pursuant to G.S. 131E-183(b), the Division is authorized to adopt rules for the review of proposals which
may vary based on the type of health service.

The CON Law authorizes the Department to develop the State Medical Facilities Plan (SMFP), which is prepared
annually by the Department and the North Carolina State Health Coordinating Council (SHCC), a 25-member
advisory body appointed by the Governor. The SMFP is approved by the Governor each year. Pursuant to G.S.
150B-2(8a)k, the SMFP is not a rule. Session Law 2003-229 amended the Administrative Procedure Act to state
that the State Medical Facilities Plan is exempt from the Act and its procedural and analytical requirements for
rulemaking.

In 2018, the Division reviewed 63 CON rules to determine if each rule was:

e Unnecessary;
e Necessary with substantive public interest; or
e Necessary without substantive public interest.

Twenty-one rules were determined to be unnecessary and they expired February 1, 2019 pursuant to G.S. 150B-
21.3A. Three rules were determined to be necessary without substantive public interest effective January 19,
2019. In 2018, 39 rules were determined to be necessary with substantive public interest. These rules must be
readopted by 2024 and they will be readopted in three groups. The first group (Group 1) consisting of 10 rules
was readopted effective January 1, 2021. The second group consists of 18 rules: six rules that are proposed to be
repealed and 12 rules that are the subject of this fiscal impact analysis.
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PROPOSED RULE CHANGES

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

10A NCAC 14C .1601 Definitions - The Division proposes to delete the 16 existing terms and replace them with 13
terms used in this section.

10A NCAC 14C .1603 Performance Standards - The Division proposes to delete paragraphs (a)-(e). The proposed
text of the new paragraphs (a)-(c) describe what an applicant must include in its certificate of need application if
proposing to acquire a unit of fixed cardiac catheterization equipment, shared fixed cardiac catheterization
equipment, or mobile cardiac catheterization equipment, respectively. The proposed text would eliminate the
requirements that the applicant demonstrate that existing equipment operated at or above 80 percent of capacity
(historical utilization requirements). The proposed text does not change the requirements regarding projected
utilization but clarifies what is required.

SECTION .1700 — CRITERIA AND STANDARDS FOR OPEN-HEART SURGERY SERVICES AND HEART-LUNG BYPASS IMACHINES

10A NCAC 14C .1701 Definitions - The Division proposes to delete the seven existing terms and replace them with
seven terms used in this section.

10A NCAC 14C .1703 Performance Standards - The Division proposes to delete paragraphs (a) and (b). The
proposed text of the new paragraph (a) describes what an applicant must include in its certificate of need
application if proposing to develop a new open-heart surgery service. The proposed text of the new paragraph
(b) describes what an applicant must include in its certificate of need application if proposing to acquire a heart-
lung bypass machine. The proposed text does not change the requirements regarding projected utilization but
clarifies what is required.

SECTION .1900 — CRITERIA AND STANDARDS FOR RABIATHON-FHERARY-EQUHRMENT LINEAR ACCELERATORS

10A NCAC 14C .1901 Definitions - The Division proposes to delete the 16 existing terms and replace them with 6
terms used in this section.

10A NCAC 14C .1903 Performance Standards - The Division proposes to delete paragraphs (a)-(d). The proposed
text describes what an applicant must include in its certificate of need application if proposing to acquire a linear
accelerator. The proposed text would eliminate the requirement that the applicant demonstrate that existing
equipment performed at least 6,750 ESTVs or served at least 250 patients during the previous 12 months. The
proposed text does not change the requirements regarding projected utilization but clarifies what is required.

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

10A NCAC 14C .2401 Definitions - The Division proposes to delete the four existing terms, replace them with two
terms used in this section, and clarify them by the reference to statute.
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10A NCAC 14C .2403 Performance Standards - The Division proposes to readopt this rule without substantive
changes with technical change revisions to update the correct terminology for ICF/IID and to remove outdated
references to the 2003 State Medical Facilities Plan adjusted need determinations that are no longer relevant.

In addition to the removal of nonrelevant criteria in the rule, the clarification and technical change revisions have
no fiscal impact in these rules.

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

10A NCAC 14C .2701 Definitions - The Division proposes to delete the 19 existing terms and replace them with 10
terms used in this section.

10A NCAC 14C .2703 Performance Standards - The Division proposes to delete paragraphs (a)-(e). Paragraphs (c)-
(e) were promulgated for specific need determinations in the 2002, 2006, and 2008 State Medical Facilities Plans
and are no longer necessary. The proposed text of the new paragraphs (a) and (b) describe what an applicant must
include in its certificate of need application if proposing to acquire a fixed or mobile MRI scanner, respectively.
The proposed text would eliminate the requirement that the applicant demonstrate that existing equipment
performed at least 3,328 weighted procedures during the previous twelve months. The proposed text for fixed
MRI scanners [paragraph (a)] would reduce the number of weighted procedures that must be projected to be
performed during the third year of operation to 70 percent of what is currently required by the rule. Otherwise,
the proposed text does not change the requirements regarding projected utilization but clarifies what is required.

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

10A NCAC 14C .3701 Definitions - The Division proposes to delete the 10 existing terms and replace them with 9
terms used in this section.

10A NCAC 14C .3703 Performance Standards - The Division proposes to delete paragraphs (a) and (b). The
proposed text of the new paragraphs (a) and (b) describe what an applicant must include in its certificate of need
application if proposing to acquire a fixed or mobile PET scanner, respectively. The proposed text would eliminate
the requirement that the applicant demonstrate that existing equipment performed at least 2,080 procedures
during the previous 12 months. The proposed text does not change the requirements regarding projected
utilization but clarifies what is required.

IMPACT ANALYSIS

EXPECTED COSTS AND BENEFITS

Most CON applications are submitted by the private sector but there are health service facilities in North Carolina
owned by a local government entity, such as a county or hospital authority. However, the expected impact on
both sectors is expected to be identical.

Eliminating the historical utilization requirements could result in a hospital or ambulatory surgical facility filing an
application when they would not have done so otherwise, increasing the competition within the applicant pool.
In addition, the changes may affect the relative competitiveness of applicants on one or more factors. But that
would be only one factor among many that the hospital or ambulatory surgical facility may consider before
deciding whether to submit a CON application, such as:
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e The provider believes there is no need for an additional unit of equipment despite the need determination
in the SMFP.

e The provider does not want to incur the necessary capital expenditure to acquire a unit of equipment.

e The provider does not want to incur the cost of the CON application filing fee which is $5,000 plus $.003
for every dollar of the capital expenditure greater than $1,000,000 with a maximum filing fee of $50,000.
No part of the filing fee is refundable regardless of the outcome of the review.

e If the provider needs to hire a consultant to prepare the CON application, the cost could be $25,000 to
$50,000.

o If the review is competitive, the application might be denied even if it could have been approved if it was
the only application received.

o If there is an appeal, litigation could cost hundreds of thousands of dollars and attorneys’ fees are not
usually awarded.

Historical utilization is only one of many factors considered for a CON award so the effect of these rule changes
on the number of applications or an applicant’s probability of success are unknown. However, the agency does
not anticipate that the rule amendments will significantly affect the applicant pool because past application rates
are low (Tables 1-5) and, in staff’s experience, facilities on the margins of qualification often submit their
application under current rules. For the same reasons, the rule changes are unlikely to have a significant impact
on the workload of local government or private sector applicants or state government reviewers.

CON APPLICATIONS 2016-2020

Cardiac Catheterization: As shown in Table 1, during the last five years, there were one or two need
determinations each year and the number of applications received was the same as the number of need
determinations except in 2018. Although there were two need determinations in the 2018 SMFP, no applications
were received for one of them.

Table 1: Cardiac Catheterization CON Applications

Number of Need Number of Cardiac
Calendar Year Determinations in the Catheterization
SMFP Equipment Applications
Received
2016 2 2
2017 1 1
2018 2 1
2019 1 1
2020 1 1

Heart-Lung Bypass: Since late 1994 (the first year the CON Section began maintaining an electronic database),
only 11 applications were submitted by 7 different facilities proposing to develop a new open-heart surgery
service. Ten of the 11 applications were submitted in the mid to late 1990s. The last time a CON application
proposing to develop a new open-heart surgery service was received was in 2002.
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As shown in Table 2, during the last five years, only one CON application proposing to acquire a heart-lung bypass
machine was received and that was in 2016.

Table 2: Heart-Lung Bypass Machine CON Applications

Calendar Year Number of Heart-Lung Byp.ass Machine Applications
Received
2016 1
2017 0
2018 0
2019 0
2020 0

Linear Accelerator: As shown in Table 3, during the last five years, there was only one need determination for a
linear accelerator and only one application was received.

Table 3: Linear Accelerator CON Applications

Number of Need Number of Linear
Calendar Year Determinations in the Accelerator Applications
SMFP Received
2016 0 0
2017 0 0
2018 0 0
2019 1 1
2020 0 0

MRI Scanner: As shown in Table 4, during the last five years, there the average number of need determinations
for fixed MRl scanners is three per year. During the same time frame, the average number of applications received
is six per year.

Table 4: Fixed MRI Scanner CON Applications *

Num!oer ?f Ne'ed Number of MRI Scanner
Calendar Year Determinations in the .. .
SMEP Applications Received
2016 4 11
2017 2
2018 1 1
2019 3 10
2020 3 3
Average 3 k¥ 6N/
* There were no need determinations for a mobile MRI scanner during the last five years.
** A partial need determination is not possible so the average of 2.6 was rounded up to 3.
A A partial CON application is not possible so the average of 5.6 was rounded up to 6.

PET Scanner: As shown in Table 5, during the last five years, there was one PET scanner need determination in
four of the five years. The average number of applications received was & per year.
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Table 5: PET Scanner CON Applications

Num!oer ?f NP:Ed Number of PET Scanner
Calendar Year Determinations in the . . .
Applications Received
SMFP
2016 0 0
2017 1 2
2018 1 4
2019 1 1
2020 1 1
Average 2%

* A partial CON application is not possible so the average of 1.8 was rounded up to 2.
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Appendix A

10A NCAC 14C .1601 is proposed for readoption with substantive changes as follows:

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

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

(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(2f).
(4) “Cardiac catheterization services” shall have the same meaning as defined in G.S. 131E-176(2Q).
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(5) “Diagnostic-equivalent cardiac catheterization procedures” 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) “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); 431E-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;
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, 2006;
Amended Eff. November 1, 2006 2006;
Readopted Eff. January 1, 2022.

10
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10A NCAC 14C .1603 is proposed for readoption with substantive changes as follows:

10A NCAC 14C .1603 PERFORMANCE STANDARDS

11
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(a) An applicant proposing to acquire 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:

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

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

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

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

(3) provide projected utilization of the cardiac catheterization equipment identified in Subparagraphs (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;

(4) provide the assumptions and methodology used to project the utilization required by Subparagraph (a)(3) of

this Paragraph; and

12
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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:

(1)

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

(2)

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

(3)

this Paragraph; and

project 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:

(1)

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

(2)

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 or a

3)

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 (c)(1) and

(4)

(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

(5)

this Paragraph; and

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

History Note:

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);

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;

13
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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, 2006 2006;

Readopted Eff. January 1, 2022.

10A NCAC 14C .1701 is proposed for readoption with substantive changes as follows:

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

10A NCAC 14C .1701 DEFINITIONS

14
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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.

History Note: Authority G.S. 131E-177(1); 131E-183; 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, 2040- 2010;
Readopted Eff. January 1, 2022.

10A NCAC 14C .1703 is proposed for readoption with substantive changes as follows:

10A NCAC 14C .1703 PERFORMANCE STANDARDS

15
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(a) A health service facility that proposes to develop a new open-heart surgery service shall:

(1)

provide the projected number of open-heart surgical procedures to be performed during each of the first three

(2)

full fiscal years of operation following completion of the project;

provide the assumptions and methodology used to project the utilization required by Subparagraph (a)(1) of

(3)

this Paragraph; and

project to perform 150 or more open-heart surgical procedures in the third full fiscal year of operation

following completion of the project.

(b) A health service facility that proposes to acquire a heart-lung bypass machine, excluding a heart-lung bypass machine

proposed to be acquired pursuant to Policy AC-6 in the annual State Medical Facilities Plan in effect as of the first day of the

review period, shall:

(1)

provide the number of existing heart-lung bypass machines owned or operated by the health service facility;

(2)

provide the number of approved heart-lung bypass machines that will be owned or operated by the health

(3)

service facility;
provide projected utilization of the existing and approved heart-lung bypass machines identified in

(4)

Subparagraphs (b)(1) and (b)(2) of this Paragraph and the proposed heart-lung bypass machine 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)(3) of

(5)

this Paragraph; and

project that the existing and approved heart-lung bypass machines identified in Subparagraphs (b)(1) and

(b)(2) of this Paragraph and the proposed heart-lung bypass machine will be used during the third full fiscal

year of operation following completion of the project:

(A) to perform 200 or more open-heart surgical procedures per heart-lung bypass machine; or

16
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(B) for 900 hours or more per heart-lung bypass machine, including time in use and time spent on

standby, for all types of procedures.

Authority G.S. 131E-177(1); 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. January 4, 1994;

Temporary Amendment January 1, 1999;

Temporary Eff. January 1, 1999 expired October 12, 1999;

Temporary Amendment Eff. January 1, 2000 and shall expire on the date 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. January 1, 2002;

Amended Eff. April 1, 2003;

Temporary Amendment Eff. February 1, 2010;

Amended Eff. January 1, 2013; November 1, 2040- 2010;

Readopted Eff. January 1, 2022.

10A NCAC 14C .1901 is proposed for readoption with substantive changes as follows:

SECTION .1900 — CRITERIA AND STANDARDS FOR RABIAHON-TFHERARPY-EQUPMENT LINEAR

ACCELERATORS

10A NCAC 14C .1901 DEFINITIONS

17
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The following definitions shall apply to all rules in this Section:

18
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(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(14q).

(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;
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, 2006- 2006;
Readopted Eff. January 1, 2022.

10A NCAC 14C .1903 is proposed for readoption with substantive changes as follows:

10A NCAC 14C .1903 PERFORMANCE STANDARDS

19
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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:

(1)

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

(2)

proposed LINAC service area;

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

3)

proposed LINAC service area;

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

(4)

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 this Rule;

(5)

project that the LINACS identified in ltems (1) and (2) of this Rule and the proposed LINAC shall perform

History Note:

during the third full fiscal year of operation following completion of the project:
(A) 6,750 or more ESTVSs per LINAC; or
(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;

20
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Temporary Amendment effective January 1, 1999 expired October 12, 1999;

Temporary Amended Eff. January 1, 2000;

Temporary Amendment Eff. February 1, 2006;

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, 2009. 2009;

Readopted Eff. January 1, 2022.

10A NCAC 14C .2401 is proposed for readoption with substantive changes as follows:

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

10A NCAC 14C .2401 DEFINITIONS

21
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The following definitions shall apply to all rules in this Section:

Q) "Catchment area" means as defined in G.S. 122C-3(4).
(2 "Intermediate care facility for individuals with intellectual disabilities” means as defined in G.S. 131E-
176(14a).

History Note:  Authority G.S. 433E-37H3(5); 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.

10A NCAC 14C .2403 is proposed for readoption without substantive changes as follows:

10A NCAC 14C .2403 PERFORMANCE STANDARDS
(@ An applicant proposing to add +SFMR intermediate care facility for individuals with intellectual disabilities (ICF/1ID)

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 CFMR ICF/1ID 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 +&FMR ICF/11D beds shall not be approved unless occupancy is projected to be
at least 90 percent for the total number of $GF/MR ICFE/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 SR ICFE/1ID beds shall comply with one of the following models:
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1) 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:-er served.

(d) No more than three intermediate-carefacilities-for-the-mentally-retarded ICF/IID facilities housing a combined total of 18

persons shall be developed on contiguous pieces of property—with-the-exception-that-this-standard-shall-be-waived-for-bed

History Note:  Authority G.S. 431E-177{1)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.

10A NCAC 14C .2701 is proposed for readoption with substantive changes as follows:

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

10A NCAC 14C .2701 DEFINITIONS
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The following definitions shall apply to all rules in this Section:

(1) “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.

(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).

(8) “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);
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;
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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;

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, 2010- 2010;

Readopted Eff. January 1, 2022.

10A NCAC 14C .2703 is proposed for readoption with substantive changes as follows:

10A NCAC 14C .2703 PERFORMANCE STANDARDS
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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:
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identify the existing fixed MRI scanners owned or operated by the applicant or a related entity and located

(2)

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 located

3)

in the proposed fixed MRI scanner service area;

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

(4)

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 that will

(5)

provide mobile MRI services at host sites located in the proposed fixed MRI scanner service area;

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

(6)

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 (a)(5) of

(7)

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

(8)

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

of the project:
(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:

(1)

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

(2)

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 that will

provide mobile MRI services at host sites located in the proposed mobile MRI scanner service area;
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identify the existing fixed MRI scanners owned or operated by the applicant or a related entity that are located

(4)

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

(5)

located in the proposed mobile MRI scanner service area;

identify the existing and proposed host sites for each mobile MRI scanner identified in Subparagraphs (b)(1)

(6)

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) of this

(7)

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

(8)

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

9)

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

History Note:

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

(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;
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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, 2008- 2008;

Readopted Eff. January 1, 2022.

10A NCAC 14C .3701 is proposed for readoption with substantive changes as follows:

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

10A NCAC 14C .3701 DEFINITIONS
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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.

(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, 2003-2003;
Readopted Eff. January 1, 2022.

10A NCAC 14C .3703 is proposed for readoption with substantive changes as follows:

10A NCAC 14C .3703 PERFORMANCE STANDARDS
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(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:

(1)

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

(2)

the proposed fixed PET scanner service area;

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

3)

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 provided

(4)

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

(5)

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) of this

(6)

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 (a)(5) of

(7)

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:

(1)

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

(2)

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

(4)

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

(5)

in the proposed mobile PET scanner service area;

identify the existing and proposed host sites for each mobile PET scanner identified in Subparagraphs (b)(1)

(6)

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) of this

(7)

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

(8)

this Paragraph; and

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

History Note:

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, 2006;

Amended Eff. November 1, 2006-2006;

Readopted Eff. January 1, 2022.
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