rrc staff OPINION


Please Note: This communication is either 1) only the recommendation of an RRC staff attorney as to action that the attorney believes the Commission should take on the cited rule at its next meeting, or 2) an opinion of that attorney as to some matter concerning that rule. The agency and members of the public are invited to submit their own comments and recommendations (according to RRC rules) to the Commission.
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COMMENT:
In (66) and (70), since the two terms have the same definition, it is not clear if there is any distinction between the two, and if not, why different terms are used and defined.

Article 7.

Regulation of Emergency Medical Services.

§ 131E‑155.  Definitions.

As used in this Article, unless otherwise specified:

(1)
"Ambulance" means any privately or publicly owned motor vehicle, aircraft, or vessel that is specially designed, constructed, or modified and equipped and is intended to be used for and is maintained or operated for the transportation of patients on the streets or highways, waterways or airways of this State.

(2)
Repealed by Session Laws 1997‑443, s. 11A.129C.

(3)
Redesignated as subdivision (13a).

(4)
"Commission" means the North Carolina Medical Care Commission.

(5)
"Emergency medical dispatcher" means an emergency telecommunicator who has completed an educational program approved by the Department and has been credentialed as an emergency medical dispatcher by the Department.

(6)
"Emergency medical services" means services rendered by emergency medical services personnel in responding to improve the health and wellness of the community and to address the individual's need for emergency medical care within the scope of practice as defined by the North Carolina Medical Board in accordance with G.S. 143‑514 in order to prevent loss of life or further aggravation of physiological or psychological illness or injury.

(6a)
"Emergency medical services instructor" means an individual who has completed educational requirements approved by the Department and has been credentialed as an emergency medical services instructor by the Department.

(6b)
"Emergency Medical Services Peer Review Committee" means a panel composed of EMS program representatives to be responsible for analyzing patient care data and outcome measures to evaluate the ongoing quality of patient care, system performance, and medical direction within the EMS system. The committee membership shall include physicians, nurses, EMS personnel, medical facility personnel, and county government officials. Review of medical records by the EMS Peer Review Committee is confidential and protected under G.S. 143‑518. An EMS Peer Review Committee, its members, proceedings, records and materials produced, and materials considered shall be afforded the same protections afforded Medical Review Committees, their members, proceedings, records, and materials under G.S. 131E‑95.

(7)
"Emergency medical services personnel" means all the personnel defined in subdivisions (5), (6a), (8), (9), (10), (12), (13), (14), and (15) of this section.

(8)
"Emergency medical services‑nurse practitioner" means a registered nurse who is licensed to practice nursing in North Carolina and approved to perform medical acts by the North Carolina Medical Board and the North Carolina Board of Nursing. Upon successful completion of an orientation program conducted under the authority of the medical director and approved by the Department, emergency medical services‑nurse practitioners shall be approved by the medical director to issue instructions to EMS personnel. These instructions shall be in accordance with protocols approved by the EMS system and Office of Emergency Medical Services and under the direction of the medical director.

(9)
"Emergency medical services‑physician assistant" means a physician assistant who is licensed by the North Carolina Medical Board. Upon successful completion of an orientation program conducted under the authority of the medical director and approved by the Department, emergency medical services‑physician assistants shall be approved by the medical director to issue instructions to EMS personnel. These instructions shall be in accordance with protocols approved by the EMS system and Office of Emergency Medical Services and under the direction of the medical director.

(10)
"Emergency medical technician" means an individual who has completed an educational program in emergency medical care approved by the Department and has been credentialed as an emergency medical technician by the Department.

(11)
Repealed by Session Laws 2003‑392, s. 2(a), effective August 7, 2003.

(12)
"Emergency medical technician‑intermediate" means an individual who has completed an educational program in emergency medical care approved by the Department and has been credentialed as an emergency medical technician‑intermediate by the Department.

(13)
"Emergency medical technician‑paramedic" means an individual who has completed an educational program in emergency medical care approved by the Department and has been credentialed as an emergency medical technician‑paramedic by the Department.

(13a)
"EMS provider" means a firm, corporation or association which engages in or professes to provide emergency medical services.

(14)
"Medical responder" means an individual who has completed an educational program in emergency medical care and first aid approved by the Department and has been credentialed as a medical responder by the Department.

(15)
"Mobile intensive care nurse" means a registered nurse who is licensed to practice nursing in North Carolina and is approved by the medical director, following successful completion of an orientation program conducted under the authority of the medical director and approved by the Department, to issue instructions to EMS personnel. These instructions shall be in accordance with protocols approved by the EMS system and Office of Emergency Medical Services and under the direction of the medical director.

(16)
"Patient" means an individual who is sick, injured, wounded, or otherwise incapacitated or helpless such that the need for some medical assistance might be anticipated.

(17)
"Practical examination" means a test where an applicant for credentialing as an emergency medical technician, medical responder, emergency medical technician‑intermediate, or emergency medical technician‑paramedic demonstrates the ability to perform specified emergency medical care skills. (1983, c. 775, s. 1; 1997‑443, s. 11A.129C; 2001‑210, s. 1; 2003‑392, s. 2(a).)
Article 7A.

Statewide Trauma System Act of 1993.

§ 131E‑162.  Statewide trauma system.

The Department shall establish and maintain a program for the development of a statewide trauma system. The Department shall consolidate all State functions relating to trauma systems, both regulatory and developmental, under the auspices of this program.

The Commission shall adopt rules to carry out the purpose of this Article. These rules shall be adopted with the advice of the State Emergency Medical Services Advisory Council and shall include the operation of a statewide trauma registry, statewide educational requirements fundamental to the implementation of the trauma system. The rules adopted by the Commission shall establish guidelines for monitoring and evaluating the system including standards and criteria for the denial, suspension, voluntary withdrawal, or revocation of credentials for trauma center designation, and the establishment of regional trauma peer review committees. Each regional trauma peer review committee shall be responsible for analyzing trauma patient care data and outcome measures to evaluate the ongoing quality of patient care, system performance, and medical direction within the regional trauma system. The committee membership shall include physicians, nurses, EMS personnel, trauma registrars, and hospital administrators. Review of medical records by the Trauma Peer Review Committee is confidential and protected under G.S. 143‑518. A Trauma Peer Review Committee, its members, proceedings, records and materials produced, and materials considered shall be afforded the same protections afforded Medical Review Committees, their members, proceedings, records, and materials under G.S. 131E‑95. The rules adopted by the Commission shall avoid duplication of reporting and minimize the cost to hospitals or other persons reporting under this section. The Office of Emergency Medical Services shall be the agency responsible for monitoring system development, ensuring compliance with rules, and overseeing system effectiveness.

With respect to collection of data and educational requirements regarding trauma, rules adopted by the Medical Care Commission shall limit the authority of the Department to hospitals and Emergency Medical Services providers. Nothing in this Article shall be interpreted so as to grant the Department authority to require private physicians, schools, or universities, except those participating in the trauma system, to provide information or data or to conduct educational programs regarding trauma. (1993, c. 336, s. 1; 2001‑210, s. 2; 2003‑392, s. 2(c).)
§ 143‑508.
  Department of Health and Human Services to establish program; rules and regulations of North Carolina Medical Care Commission.

(a)
The State Department of Health and Human Services shall establish and maintain a program for the improvement and upgrading of emergency medical services throughout the State. The Department shall consolidate all State functions relating to emergency medical services, both regulatory and developmental, under the auspices of this program.

(b)
The North Carolina Medical Care Commission shall adopt, amend, and rescind rules to carry out the purpose of this Article and Articles 7 and 7A of Chapter 131E of the General Statutes regardless of other provisions of rule or law. These rules shall be adopted with the advice of the Emergency Medical Services Advisory Council. The Department of Health and Human Services shall enforce all rules adopted by the Commission. Nothing in this Chapter shall be construed to authorize the North Carolina Medical Care Commission to establish or modify the scope of practice of emergency medical personnel.

(c)
The North Carolina Medical Care Commission may adopt rules with regard to emergency medical services, not inconsistent with the laws of this State, that may be required by the federal government for grants‑in‑aid for emergency medical services and licensure which may be made available to the State by the federal government. This section is to be liberally construed in order that the State and its citizens may benefit from such grants‑in‑aid.

(d)
The North Carolina Medical Care Commission shall adopt rules to do all of the following:

(1)
Establish standards and criteria for the credentialing of emergency medical services agencies to carry out the purpose of Article 7 of Chapter 131E of the General Statutes.

(2)
Establish standards and criteria for the credentialing of trauma centers to carry out the purpose of Article 7A of Chapter 131E of the General Statutes.

(3)
Establish standards and criteria for the education and credentialing of emergency medical services personnel to carry out the purpose of Article 7 of Chapter 131E of the General Statutes.

(4)
Establish standards and criteria for the credentialing of EMS educational institutions to carry out the purpose of Article 7 of Chapter 131E of the General Statutes.

(5)
Establish standards and criteria for data collection as part of the statewide emergency medical services information system to carry out the purpose of G.S. 143‑509(5).

(6)
Implement the scope of practice of credentialed emergency medical services personnel as determined by the North Carolina Medical Board.

(7)
Define the practice settings of credentialed emergency medical services personnel.

(8)
Establish standards for vehicles and equipment used within the emergency medical services system.

(9)
Establish standards for a statewide EMS communications system.

(10)
Establish standards and criteria for the denial, suspension, or revocation of emergency medical services credentials for emergency medical services agencies, educational institutions, and personnel including the establishment of fines for credentialing violations.

(11)
Establish standards and criteria for the education and credentialing of persons trained to administer lifesaving treatment to a person who suffers a severe adverse reaction to agents that might cause anaphylaxis.

(12)
Establish standards for the voluntary submission of hospital emergency medical care data.

(13)
Establish occupational standards for EMS systems, EMS educational institutions, and specialty care transport programs. (1973, c. 208, s. 2; c. 1224, s. 2; 1997‑443, s. 11A.118(a); 2001‑220, s. 1; 2002‑179, s. 13; 2003‑392, s. 2(d).)
§ 143‑518.  Confidentiality of patient information.

(a)
Medical records compiled and maintained by the Department, hospitals participating in the statewide trauma system, or EMS providers in connection with dispatch, response, treatment, or transport of individual patients or in connection with the statewide trauma system pursuant to Article 7 of Chapter 131E of the General Statutes may contain patient identifiable data which will allow linkage to other health care‑based data systems for the purposes of quality management, peer review, and public health initiatives.

These medical records and data shall be strictly confidential and shall not be considered public records within the meaning of G.S. 132‑1 and shall not be released or made public except under any of the following conditions:

(1)
Release is made of specific medical or epidemiological information for statistical purposes in a way that no person can be identified.

(2)
Release is made of all or part of the medical record with the written consent of the person or persons identified or their guardians.

(3)
Release is made to health care personnel providing medical care to the patient.

(4)
Release is made pursuant to a court order. Upon request of the person identified in the record, the record shall be reviewed in camera. In the trial, the trial judge may, during the taking of testimony concerning such information, exclude from the courtroom all persons except the officers of the court, the parties, and those engaged in the trial of the case.

(5)
Release is made to a Medical Review Committee as defined in G.S. 131E‑95, 90‑21.22A, or 130A‑45.7 or to a peer review committee as defined in G.S. 131E‑108, 131E‑155, 131E‑162, 122C‑30, or 131D‑21.1.

(6)
Release is made for use in a health research project under rules adopted by the North Carolina Medical Care Commission. The Commission shall adopt rules that allow release of information when an institutional review board, as defined by the Commission, has determined that the health research project:

a.
Is of sufficient scientific importance to outweigh the intrusion into the privacy of the patient that would result from the disclosure;

b.
Is impracticable without the use or disclosure of identifying health information;

c.
Contains safeguards to protect the information from redisclosure;

d.
Contains safeguards against identifying, directly or indirectly, any patient in any report of the research project; and

e.
Contains procedures to remove or destroy at the earliest opportunity, consistent with the purposes of the project, information that would enable the patient to be identified, unless an institutional review board authorizes retention of identifying information for purposes of another research project.

(7)
Release is made to a statewide data processor, as defined in Article 11A of Chapter 131E of the General Statutes, in which case the data is deemed to have been submitted as if it were required to have been submitted under that Article.

(8)
Release is made pursuant to any other law.

(b)
Charges, accounts, credit histories, and other personal financial records compiled and maintained by the Department or EMS providers in connection with the admission, treatment, and discharge of individual patients are strictly confidential and shall not be released. (2001‑220, s. 1; 2002‑179, s. 11; 2003‑392, ss. 2(g), 2(h).)
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COMMENT:
In (a)(1), it is not clear what the standards are for an EMS System to meet or exceed performance indicators in the listed toolkits.  There is no authority cited to set the standards outside rulemaking.

Similarly in (a)(2), it is not clear what the standards are for an EMS System to meet or exceed performance indicators in EMD (Emergency Medical Dispatcher) performance data.  It is not clear what data is to be met or exceeded, and there is no authority cited to set standards outside rulemaking.

In (c), there is no authority cited for the North Carolina Emergency Medical Services Advisory Council, as established by G.S. 143-510, to set benchmarks that EMS System must meet to receive and maintain Model EMS System designation.  The Advisory Council has no rulemaking authority and exists to advise and consult with the Secretary and Medical Care Commission.
It is not clear if (c) is in addition to (a) or if (c) is intended to tell how to comply with (a).

§ 143‑509.  Powers and duties of Secretary.

The Secretary of the Department of Health and Human Services has full responsibilities for supervision and direction of the emergency medical services program and, to that end, shall accomplish all of the following:

(1)
After consulting with the Emergency Medical Services Advisory Council and with any local governments that may be involved, seek the establishment of a Statewide Emergency Medical Services System, integrated with other health care providers and networks including, but not limited to, public health, community health monitoring activities, and special needs populations.

(2)
Repealed by Session Laws 1989, c. 74.

(3)
Establish and maintain a comprehensive statewide trauma system in accordance with the provisions of Article 7A of Chapter 131E of the General Statutes and the rules of the North Carolina Medical Care Commission.

(4)
Establish and maintain a statewide emergency medical services communications system including designation of EMS radio frequencies and coordination of EMS radio communications networks within FCC rules and regulations.

(5)
Establish and maintain a statewide emergency medical services information system that provides information linkage between various public safety services and other health care providers.

(6)
Credential emergency medical services providers, vehicles, EMS educational institutions, and personnel after documenting that the requirements of the North Carolina Medical Care Commission are met.

(7),
(8) Repealed by Session Laws 2001‑220, s. 1, effective January 1, 2002.

(9)
Promote a means of training individuals to administer life‑saving treatment to persons who suffer a severe adverse reaction to agents that might cause anaphylaxis. Individuals, upon successful completion of this training program, may be approved by the North Carolina Medical Care Commission to administer epinephrine to these persons, in the absence of the availability of physicians or other practitioners who are authorized to administer the treatment. This training may also be offered as part of the emergency medical services training program.

(10)
Establish and maintain a collaborative effort with other community resources and agencies to educate the public regarding EMS systems and issues.

(11)
Collaborate with community agencies and other health care providers to integrate the principles of injury prevention into the Statewide EMS System to improve community health.

(12)
Establish and maintain a means of medical direction and control for the Statewide EMS System. (1973, c. 208, s. 3; 1981, c. 927; 1989, c. 74; 1995, c. 94, s. 34; 1997‑443, s. 11A.118(a); 2001‑220, s. 1; 2003‑392, s. 2(e).)
§ 143‑510.  North Carolina Emergency Medical Services Advisory Council.

(a)
There is created the North Carolina Emergency Medical Services Advisory Council to consult with the Secretary of the Department of Health and Human Services in the administration of this Article.

The North Carolina Emergency Medical Services Advisory Council shall consist of 25 members.

(1)
Twenty‑one of the members shall be appointed by the Secretary of the Department of Health and Human Services as follows:

a.
Three of the members shall represent the North Carolina Medical Society and include one licensed pediatrician, one surgeon, and one public health physician.

b.
Three members shall represent the North Carolina College of Emergency Physicians, two of whom shall be current local EMS Medical Directors.

c.
One member shall represent the North Carolina Chapter of the American College of Surgeons Committee on Trauma.

d.
One member shall represent the North Carolina Association of Rescue and Emergency Medical Services.

e.
One member shall represent the North Carolina Association of EMS Administrators.

f.
One member shall represent the North Carolina Hospital Association.

g.
One member shall represent the North Carolina Nurses Association.

h.
One member shall represent the North Carolina Association of County Commissioners.

i.
One member shall represent the North Carolina Medical Board.

j.
One member shall represent the American Heart Association, North Carolina Council.

k.
One member shall represent the American Red Cross.

l.
The remaining six members shall be appointed so as to fairly represent the general public, credentialed and practicing EMS personnel, EMS educators, local public health officials, and other EMS interest groups in North Carolina.

(2)
Two members shall be appointed by the General Assembly upon the recommendation of the Speaker of the House of Representatives.

(3)
Two members shall be appointed by the General Assembly upon the recommendation of the President Pro Tempore of the Senate.

The membership of the Council shall, to the extent possible, reflect the gender and racial makeup of the population of the State.

(b)
The members of the Council appointed pursuant to subsection (a) of this section shall serve initial terms as follows:

(1)
The members appointed by the Secretary of the Department of Health and Human Services shall serve initial terms as follows:

a.
Five members shall serve initial terms of one year;

b.
Five members shall serve initial terms of two years;

c.
Five members shall serve initial terms of three years; and

d.
Six members shall serve initial terms of four years.

(2)
The members appointed by the General Assembly upon the recommendation of the President Pro Tempore of the Senate shall serve initial terms as follows:

a.
One member shall serve an initial term of two years; and

b.
One member shall serve an initial term of four years.

(3)
The members appointed by the General Assembly upon the recommendation of the Speaker of the House of the Representatives shall serve initial terms as follows:

a.
One member shall serve an initial term of two years; and

b.
One member shall serve an initial term of four years. Thereafter, all terms shall be four years.

(c)
Any appointment to fill a vacancy on the Council created by the resignation, dismissal, death, or disability of a member shall be for the balance of the unexpired term. Vacancies on the Council among the membership nominated by a society, association, or foundation as provided in subsection (a) of this section shall be filled by appointment of the Secretary upon consideration of a nomination by the executive committee or other authorized agent of the society, association, or foundation until the next meeting of the society, association, or foundation at which time the society, association, or foundation shall nominate a member to fill the vacancy for the unexpired term.

(d)
The members of the Council shall receive per diem and necessary travel and subsistence expenses in accordance with the provisions of G.S. 138‑5.

(e)
A majority of the Council shall constitute a quorum for the transaction of business. All clerical and other services required by the Council shall be supplied by the Department of Health and Human Services, Division of Health Service Regulation, Office of Emergency Medical Services.

(f)
The Council shall elect annually from its membership a chairperson and vice‑chairperson upon a majority vote of the quorum present. (1973, c. 208, s. 4; 1977, c. 509; 1991, c. 739, s. 24; 1997‑443, s. 11A.118(a); 2001‑220, s. 1; 2003‑392, s. 2(f); 2007‑182, s. 1.)
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COMMENT:
In (a)(4), it is not clear what standards the Office of Emergency Management Systems will use in approving educational professional development.

Robert A. Bryan, Jr.

Commission Counsel

