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AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOYER 

MEMORANDUM 
 

DATE:  July 15, 2020 
 

TO:  Interested Parties 

FROM: Nadine Pfeiffer, Rule Review Manager  
 

RE: Proposed Readoption of Certificate of Need Regulations – 10A NCAC 14C 
 

GS 150B-21.2 requires a rule-making body to notify certain individuals of its intent to adopt a rule.  It also 
requires notification of the date, time and location of the public hearing on the rule and any fiscal analysis 
that has been prepared in connection with the proposed rule.  As a result of the periodic review of rules in 
Subchapter 10A NCAC 14C, 39 rules determined as “Necessary With Substantive Public Interest” are 
required to be readopted.  At this time, 10 rules are being proposed for readoption for Certificate of Need 
Regulations.  

 
The North Carolina Department of Health and Human Services/Director, DHSR has submitted form OAH 
0300 to the Codifier of Rules, Office of Administrative Hearings, indicating its intent to proceed with the 
readoption of the following rules:  

 
10A NCAC 14C  Certificate of Need Regulations 
 
10A NCAC 14C .0202 Determination of Review Definitions 
10A NCAC 14C .0203 Filing Applications 
10A NCAC 14C .0205 Extension of Review Period 
10A NCAC 14C .0303 Replacement Equipment 
10A NCAC 14C .2101 Definitions 
10A NCAC 14C .2103 Performance Standards 
10A NCAC 14C .2201 Definitions 
10A NCAC 14C .2203 Performance Standards 
10A NCAC 14C .3901 Definitions 
10A NCAC 14C .3903 Performance Standards 

 
In accordance with G.S. 150B-21.4, certification and approval of the fiscal note was received for these rules 
from the Office of State Budget and Management on April 24, 2020. 

 
The proposed rule text is attached to this memo.  The rules were published in today’s July 15, 2020 edition 
of the N.C. Register which can be found at the Office of Administrative Hearings web site at 
https://www.oah.nc.gov/documents/nc-register.  

 

https://www.oah.nc.gov/documents/nc-register
https://www.oah.nc.gov/documents/nc-register
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A public hearing is scheduled for August 25, 2020 at 10:00 a.m. in Room 104, Brown Building, 801 Biggs 
Drive, Raleigh, NC 27603.  The building is in the Dorothea Dix Park.  Ms. Nadine Pfeiffer, DHSR Rule-
Review Manager, is accepting public comments on these rules and fiscal analysis from July 15, 2020 – 
September 14, 2020.  Comments will also be accepted in person at the public hearing.  The proposed 
effective date of these rules is January 1, 2021.  

 
A copy of the proposed rules, fiscal analysis, and instructions for submitting comment can be found at the 
Division of Health Service Regulation web site at https://info.ncdhhs.gov/dhsr/ruleactions.html.   

 
Should you have questions related to this memorandum or the proposed rules and fiscal note, please feel 
free to contact the Healthcare Planning and Certificate of Need Section at (919) 855-3873. 

 
 

Enclosures 
 

cc: Mark Payne, Director, Health Service Regulation 
Emery Milliken, Deputy Director, DHSR 
Joel Johnson, Assistant General Counsel, DHHS 
Martha Frisone, Chief, Healthcare Planning and Certificate of Need 
Lisa Pittman, Assistant Chief, Certificate of Need 
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	InterestedParties PermRuleReadopt
	10A NCAC 14C .0202
	10A NCAC 14C .0202 DETERMINATION OF REVIEW Definitions
	(a)  After receipt of a letter of intent, the agency shall determine whether the proposed project requires a certificate of need.
	(b)  When any of the equipment listed in G.S. 131E-176(16)(f1) or (p) is acquired in parts or piecemeal fashion, the acquisition shall be determined to require a certificate of need on the date that the components are assembled.
	(c)  If the agency determines that the project requires a certificate of need, the agency shall determine the appropriate review category or categories for the proposed project, the type or types of application forms to be submitted, the number of sep...
	(d)  Copies of the application forms may be obtained from the agency.
	(e)  Proposals requiring review shall be reviewed according to the categories and schedule set forth in the duly adopted State Medical Facilities Plan in effect at the time the scheduled review period commences, as contained in this Subchapter.
	(f)  Applications are competitive if they, in whole or in part, are for the same or similar services and the agency determines that the approval of one or more of the applications may result in the denial of another application reviewed in the same re...
	The following definitions shall apply throughout this Subchapter:


	10A NCAC 14C .0203
	10A NCAC 14C .0203 FILING APPLICATIONS
	(a)  A certificate of need application shall not be reviewed by the Certificate of Need Section until it is filed in accordance with this Rule.
	(b)  An original and a copy of the application shall be file-stamped as received by the agency no later than 5:30 p.m. on the 15th day of the month preceding the scheduled review period.  In instances when the 15th of the month falls on a weekend or h...
	(c)  After an application is filed, the agency shall determine whether it is complete for review.  An application shall not be considered complete if:
	(d)  If the agency determines the application is not complete for review, it shall mail notice of such determination to the applicant within five business days after the application is filed and shall specify what is necessary to complete the applicat...
	(e)  Information requested by the agency to complete the application must be received by the agency no later than 5:30 p.m. on the last working day before the first day of the scheduled review period.  The review of an application shall commence in th...
	(a)  “Application form” refers to one of the following:
	(1) the Certificate of Need Application form; or
	(2) the Dialysis or End Stage Renal Disease Services Application form.
	(b)  An application form may be obtained from the CON Section by:
	(c)  An email request for an application form shall:
	(d)  For each proposal, the CON Section shall determine based on Chapter 3 of the annual State Medical Facilities Plan in effect at the time the review begins the:
	(e)  An application is complete for inclusion in the review period if the CON Section determines that all of the following are true:
	(f)  The copy of the application shall be printed and bound consistent with Paragraph (d)(1) of this Rule or in an electronic format saved on a USB flash drive. The files on the USB flash drive shall not be encrypted or password protected.
	(g)  No later than the fifth business day following the application deadline, the CON Section shall notify the contact individual identified in Section A of the application if the application is complete.
	(h)  If the application is not complete pursuant to Paragraph (e) of this Rule, the CON Section shall notify the contact individual identified in Section A of the application of what is missing or incorrect. The applicant shall only provide the items ...
	(i)  Signed certification pages or the copy of the application shall be received by the CON Section no later than 5:00 p.m. on the last business day of the month preceding the first day of the review period.
	(j)  The CON Section shall not include the application in the review period if it is not complete pursuant to Paragraph (e) of this Rule by 5:00 p.m. on the last business day of the month preceding the first day of the review period.


	10A NCAC 14C .0205
	10A NCAC 14C .0205 Extension of REVIEW PERIOD
	(a)  The review of an application for a certificate of need shall be completed within 90 days from the beginning date of the review period for the application, except as provided in Paragraph (b) of this Rule.
	(b)  Except in the case of an expedited review, the period for review may be extended for up to 60 days by the agency if it determines that, for one or more of the following reasons, it cannot complete the review within 90 days:
	(c)  In the case of an expedited review, the review period may be extended only if the Agency has requested additional substantive information from the applicant in accordance with G.S. 131E-185(c).
	(d)  Applicants will be provided written notice of the extension of the review period after the agency determines that an extension is necessary.  Failure to receive such notice prior to the last day of the scheduled review period, however, does not e...
	(a)  If the review is not expedited, the review may be extended for the following reasons:
	(b)  The CON Section shall notify the contact individual identified in Section A of the application if the review period is extended. Failure to receive such notice prior to the last day of the review period does not entitle the applicant to a certifi...


	10A NCAC 14C .0303
	10A NCAC 14C .0303 REPLACEMENT EQUIPMENT
	(a)  The purpose of this Rule is to define the terms used in the definition of "replacement equipment" set forth in G.S. 131E-176(22a).
	(b)  "Activities essential to acquiring and making operational the replacement equipment" means those activities which are indispensable and requisite, absent which the replacement equipment could not be acquired or made operational.
	(c)  "Comparable medical equipment" means equipment which is functionally similar and which is used for the same diagnostic or treatment purposes.
	(d)  Replacement equipment is comparable to the equipment being replaced if:
	(e)  Replacement equipment is not comparable to the equipment being replaced if:
	S(4)S Sthe replacement equipment is purchased and the existing equipment is leased, unless the lease is a capital lease; or
	S(5)S Sthe replacement equipment is a dedicated PET scanner and the existing equipment is:

	(a)  This Rule defines the terms used in the definition of “replacement equipment” set forth in G.S. 131E-176(22a).
	(b)  “Currently in use” means that the equipment to be replaced has been used by the person requesting the exemption at least 10 times to provide a health service during the 12 months prior to the date the written notice required by G.S. 131E-184(a) i...
	(c)  Replacement equipment is not “comparable” if:


	10A NCAC 14C .2101
	10A ncac 14C .2101 DEFINITIONS
	The following definitions apply to all rules in this Section:


	10A NCAC 14C .2103
	10A ncac 14C .2103 performance standards
	(a)  An applicant proposing to increase the number of operating rooms (excluding dedicated C-section operating rooms) excluding dedicated C-section operating rooms in a service area shall demonstrate the need for the number of proposed operating rooms...
	(b)  The applicant shall document provide the assumptions and provide data supporting the methodology used for each projection in the projected utilization required by this Rule.


	10A NCAC 14C .2201
	10A NCAC 14C .2201 DEFINITIONS
	The definitions in this Rule will apply to all rules in this Section:
	The following definitions shall apply to this Section:


	10A NCAC 14C .2203
	10A ncac 14C .2203 PERFORMANCE STANDARDS
	(a)  An applicant proposing to establish a new End Stage Renal Disease facility shall document the need for at least 10 stations based on utilization of 3.2 patients per station per week as of the end of the first operating year of the facility, with ...
	(b)  An applicant proposing to increase the number of dialysis stations in an existing End Stage Renal Disease facility or one that was not operational prior to the beginning of the review period but which had been issued a certificate of need shall d...
	(c)  An applicant shall provide all assumptions, including the methodology by which patient utilization is projected.
	(a)  An applicant proposing to establish a new dialysis facility for in-center hemodialysis services shall document the need for at least 10 dialysis stations based on utilization of 2.8 in-center patients per station per week as of the end of the fir...
	(b)  An applicant proposing to increase the number of in-center dialysis stations in:
	shall document the need for the total number of dialysis stations in the facility based on 2.8 in-center patients per station per week as of the end of the first full fiscal year of operation following certification of the additional stations.
	(c)  An applicant proposing to establish a new dialysis facility dedicated to home hemodialysis or peritoneal dialysis services shall document the need for the total number of home hemodialysis stations in the facility based on six home hemodialysis p...
	(d)  An applicant proposing to increase the number of home hemodialysis stations in a dialysis facility dedicated to home hemodialysis or peritoneal dialysis services shall document the need for the total number of home hemodialysis stations in the fa...
	(e)  The applicant shall provide the assumptions and methodology used for the projected utilization required by this Rule.


	10A NCAC 14C .3901
	10A ncac 14C .3901 DEFINITIONS
	The following definitions shall apply to all rules in this Section:


	10A NCAC 14C .3903
	10A ncac 14C .3903 performance standards
	(a)  In providing projections for operating rooms, as required in this rule, the operating rooms shall be considered to be available for use 250 days per year, which is five days per week, 52 weeks per year, excluding ten days for holidays.
	(b)  An applicant proposing to establish a new licensed ambulatory surgical facility for performance of GI endoscopy procedures or develop a GI endoscopy room in an existing licensed health service facility shall reasonably project to perform an avera...
	(c)  An applicant proposing to establish a new licensed ambulatory surgical facility for performance of GI endoscopy procedures or develop a GI endoscopy room in an existing licensed health service facility shall demonstrate that at least the followin...
	(d)  If an applicant, which proposes to establish a new licensed ambulatory surgical facility for performance of GI endoscopy procedures or develop a GI endoscopy room in an existing licensed health service facility, or a related entity to the applica...
	(e)  An applicant proposing to establish a new licensed ambulatory surgical facility for performance of GI endoscopy procedures or develop an additional GI endoscopy room in an existing licensed health service facility shall describe all assumptions a...
	An applicant proposing to develop a new GI endoscopy room in a licensed health service facility shall:





