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MEMORANDUM *Revised July 13, 2020

DATE: June 15, 2020

TO: Interested Parties

FROM: Nadine Pfeiffer, Rule Review Manager ‘wﬂ

RE: Proposed Readoption/Amendment of Ambulatory Surgical Facility Rules
10A NCAC 13C

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. At this time, four rules are being readopted as
a result of the periodic review of the Subchapter 10A NCAC 13C rules, requiring rules determined as
“Necessary With Substantive Public Interest” be readopted as new rules. In addition, two rules are being
amended with technical change clarifications.

The North Carolina Medical Care Commission has submitted form OAH 0300 to the Codifier of Rules,
Office of Administrative Hearings, indicating its intent to proceed with the following rule-making actions:

10A NCAC 13C Licensing of Ambulatory Surgical Facilities

10A NCAC 13C .0202  Requirements for Issuance of License (Readopt)

10A NCAC 13C .0203  Suspension or Revocation: Ambulatory Surgical Facility (Amend)
10A NCAC 13C .0301  Governing Authority (Readopt)

10A NCAC 13C .0501  Providing Anesthesia Services (Readopt)

10A NCAC 13C .0702  Regulations for Performed Services (Amend)

10A NCAC 13C .0902  Nursing Personnel (Readopt)

The Office of State Budget and Management reviewed these rules and determined on February 19, 2020
that no fiscal note was required for these rules.

The proposed rule text is attached to this memo. The rules were published in today’s June 15, 2020 edition
of the N.C. Register which can be found at the Office of Administrative Hearings web site at
https://www.0ah.nc.gov/documents/nc-register.

A public hearing is scheduled for July 28, 2020 at 10:00 a.m. *In the abundance of caution, to address
protective measures to help prevent the spread of COVID-19, rather than in an in-person meeting, the public
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hearing will be conducted by teleconference. If you would like to participate in the public hearing, please
use the following conference telephone number: 1-877-848-7030, and access code: 5133201. Ms. Nadine
Pfeiffer, DHSR Rule Review Manager, is accepting public comments on these rules from June 15, 2020 —
August 14, 2020. *Comments will also be accepted via teleconference at the public hearing. The proposed
effective date of these rules is January 1, 2021.

A copy of the proposed rules 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.

Please feel free to contact the Acute and Home Care Licensure and Certification Section at (919) 855-4620,
should you have questions related to this memorandum or the proposed rules.

Enclosures

cc: Mark Payne, Director, Health Service Regulation
Emery Milliken, Deputy Director, DHSR
Joel Johnson, Assistant General Counsel, DHHS
Azzie Conley, Chief, Acute and Home Care Licensure & Certification Section
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	10A NCAC 13C .0202.pdf
	(a)  Upon application for a license from a facility never before licensed, a representative of the Department shall make an inspection of that facility. Every building, institution, or establishment for which a license that has been issued a license s...
	(b)  If the applicant has been issued a Certificate of Need and is found to be in compliance with the Rules found in this Subchapter, then the Department shall issue a license to expire on December 31 of each year.
	(c)  The Department shall be notified at the time of:
	(1) any change of the owner or operator;
	(2) any change of location;
	(3) any change as to a lease; and
	(4) any transfer, assignment, or other disposition or change of ownership or control of 20 percent or more of the capital stock or voting rights thereunder of a corporation that is the operator or owner of an ambulatory surgical facility, or any trans...

	A new application shall be submitted to the Department in the event of such a change or changes.
	(d)  The Department shall not grant a license until the plans and specifications that are stated in Section .1400 of this Subchapter, covering the construction of new buildings, additions, or material alterations to existing buildings are approved by ...
	(e)  The facility design and construction shall be in accordance with the licensure rules for ambulatory surgical facilities found in this Subchapter, the North Carolina State Building Code, and local municipal codes.
	(f)  Submission of Plans.
	(1) Before construction is begun, schematic plans and specifications and final plans and specifications covering construction of the new buildings, alterations, renovations, or additions to existing buildings shall be submitted to the Division for app...
	(2) The Division shall review the plans and notify the licensee that said buildings, alterations, additions, or changes are approved or disapproved.  If plans are disapproved the Division shall give the applicant notice of deficiencies identified by t...
	(3) The plans shall include a plot plan showing the size and shape of the entire site and the location of all existing and proposed facilities.
	(4) Plans shall be submitted in duplicate. The Division shall distribute a copy to the Department of Insurance for review of the North Carolina State Building Code requirements if required by the North Carolina State Building Code which is hereby inco...

	(g)  To qualify for licensure or license renewal, each facility shall provide to the Division, with its application, an attestation statement in a form provided by the Division verifying compliance with the requirements defined in Rule .0301(d) of thi...

	10A NCAC 13C .0203.pdf
	10A NCAC 13C .0203 SUSPENSION OR REVOCATION: AMBULATORY SURGICAL FACILITY
	(a)  The license may be suspended or revoked at any time for noncompliance with the regulations rules of the Department.
	(b)  Suspension or revocation of the license shall be covered by the rules regarding contested cases as found in 10 NCAC 3B .0200. G.S. 150B-23.
	(c)  Notwithstanding Subsection Paragraph (a) and (b) of this Rule, the Department may summarily suspend the license pursuant to General Statute G.S. 150B-3(c).


	10A NCAC 13C .0301.pdf
	SECTION .0300 – GOVERNING AUTHORITY MANAGEMENT
	(a)  The facility's governing authority shall adopt bylaws or other operating policies and procedures to assure that:
	(1) a named individual is identified who is responsible for the overall operation and maintenance of the facility.  The governing authority shall have methods in place for the oversight of the individual's performance;
	(2) at least annual meetings of the governing authority are shall be conducted if the governing authority consists of two or more individuals.  Minutes shall be maintained of such meetings;
	(3) a policy and procedure manual is created that is designed to ensure professional and safe care for the patients.  The manual shall be reviewed annually and revised when necessary. in accordance with facility policy. The manual shall include provis...
	(4) annual reviews and evaluations of the facility's policies, management, and operation are conducted.

	(b)  When services such as dietary, laundry, or therapy services are purchased from others, the governing authority shall be responsible to assure for assuring the supplier meets the same local and state State standards the facility would have to meet...
	(c)  The governing authority shall provide for the selection and appointment of the professional staff and the granting of clinical privileges and shall be responsible for the professional conduct of these persons.
	(d)  The governing authority shall establish written policies and procedures to assure billing and collection practices in accordance with G.S. 131E-91.  These policies and procedures shall include:
	(1) a financial assistance policy as defined in G.S. 131E-214.14(b)(3);
	(2) how a patient may obtain an estimate of the charges for the statewide 20 most common outpatient imaging procedures and 20 most common outpatient surgical procedures based on the primary Current Procedure Terminology Code (CPT).  The policy shall r...
	(3) how a patient or patient's representative may dispute a bill;
	(4) issuance of a refund within 45 days of the patient receiving notice of the overpayment when a patient has overpaid the amount due to the facility;
	(5) providing written notification to the patient or patient's representative, at least 30 days prior to submitting a delinquent bill to a collections agency;
	(6) providing the patient or patient's representative with the facility's charity care and financial assistance policies, if the facility is required to file a Schedule H, federal form 990;
	(7) the requirement that a collections agency, entity, or other assignee obtain written consent from the facility prior to initiating litigation against the patient or patient's representative;
	(8) a policy for handling debts arising from the provision of care by the ambulatory surgical facility involving the doctrine of necessaries, in accordance with G.S. 131E-91(d)(5); and
	(9) a policy for handling debts arising from the provision of care by the ambulatory surgical facility to a minor, in accordance with G.S. 131E-91(d)(6).



	10A NCAC 13C .0501.pdf
	SECTION .0500 - ANESTHESIA SERVICES
	Only a physician, dentist dentist, or qualified anesthetist or qualified anesthesiologist as defined in Rule .0103 of this Subchapter, shall administer anesthetic agents (general and regional). agents.  Podiatrists shall administer only local anesthes...


	10A NCAC 13C .0702.pdf
	10A NCAC 13c .0702 REGULATIONS FOR PERFORMED SERVICES
	Radiation protection shall be provided in accordance with the rules and regulations adopted by the Radiation Protection Commission found in 10 NCAC 3G, and the recommendations of the National Council on Radiation Protection and Measurements. 10A NCAC ...


	10A NCAC 13C .0902.pdf
	(a)  An adequate number of licensed Licensed and ancillary nursing personnel shall be on duty to assure that staffing levels meet the total nursing needs of patients based on the number of patients in the facility and their individual nursing care needs.
	(b)  At least one registered nurse shall be in the facility during the hours it is in of operation.  Nursing personnel shall be assigned to duties consistent with their training and experience.




