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Dear Ms. McClanahan:

North Carolina desi gnated Trauma Center and each desi gnated Burn Intensive Care Unit, on
page 58 of the Proposed 2009 State Medical Hospitals Plan, Novant Health submits the
following comments.

OR Exclusions for Trauma Centers

Universityz’Baptist Medical Center, Carolinas Medical Center, Moses Cone Hospital, New
Hanover Regional Medical Center, and Mission Hospital. See Attachment .

However, the requirement for Level III Trauma Centers does not require “immediate”
availability of an operating room, 24 hours per day, seven days per week as is the case for Level
I and II trauma centers. The rules for Level III Trauma Centers allow a 30 minute lead time for
an available OR and trauma team, which is a standard for many hospitals, including Novant in
emergency cases.

Requirements for designation as a Trauma Center are included in the North Carolina
Administrative Code in Chapter 10, subchapter 13p. Currently, eleven of North Carolina’s 122
acute care hospitals are designated as Level L, II, or IIT trauma centers, Operating room
requirements are as follows:

10A NCAC 13P .0901 LEVEL I TRAUMA CENTER CRITERIA (EMPHASIS ADDED)
To receive designation as a Level I Trauma Center, a hospital shall have the following:
0y An operating suite that is immediately available 24 hours per day and has:
(a) 24-hour-per-day immediate availability of in-house staffing;
(b)  Equipment for patients of all ages to include: j
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(1) Cardiopulmonary bypass capability;

(1)  Operating microscope;

(1))  Thermal control equipment for patients

(iv)  Thermal control equipment for blood and fluids;
(v) 24-hour-per-day x-ray capability including c-arm image intensifier;
(vi)  Endoscopes and bronchoscopes;

(vii)  Craniotomy instruments;

(viii) ~ Capability of fixation of long-bone and pelvic fractures; and
(ix)  Rapid infuser system.

10A NCAC 13P .0902 LEVEL II TRAUMA CENTER CRITERIA (EMPHASIS ADDED)

To receive designation as a Level [T T rauma Center, a hospital shall have the following:
(17)  An operating suite that is immediately available 24 hours per day and has:
(a) 24-hour-per-day immediate availa bility of in-house staffing;
(b) Equipment for patients of all ages to include:
(1) Thermal control equipment for patients;
(i)  Thermal control equipment for blood and fluids;
(iii) 24-hour-per-day x-ray capability, including c-arm image
intensifier;
(iv)  Endoscopes and bronchoscopes;
(v)  Craniotomy instruments:
(vi)  Capability of fixation of long-bone and pelvic fractures; and
(vii)  Rapid infuser system.

10A NCAC 13P .0903 LEVEL III TRAUMA CENTER CRITERIA
To receive designation as a Level III Trauma Center, a hospital shall have the following:
(17)  An operating suite that has:
(a) Personnel available 24 hours a day, on-call, and available within 30
minutes of notification unless in-house;
(b)  Age-specific equipment to include:
(1) Thermal control equipment for patients;
(i)  Thermal control equipment for blood and fluids;
(iii) 24-hour-per-day x-ray capability, including c-arm image
intensifier;
(iv)  Endoscopes and bronchoscopes;
(v) Equipment for long bone and pelvic fracture fixation; and
(vi)  Rapid infuser system.

See Attachment 2 for a copy of the North Carolina Office of Emergency Medical Services
Trauma Center regulations.

The North Carolina Trauma Program is well developed and well coordinated. There are
seventeen Emergency Medical Services Regions which make up ei ght Regional Advisory
Committees (RAC). Each RAC includes at least one Level I or Level Il Trauma Center. There
are very few differences between the Level I and Level II Trauma Center Criteria and both




require substantial resources. Requirements for the Level II1 program are not as extensive. For
designation at all three levels a hospital has to develop a designated trauma program
(administrative department) and a desi gnated trauma service (clinical service) for trauma care.

In addition, all trauma centers must participate in the trauma registry. As a result of participation
in the trauma registry, annual data should be available regarding the number of trauma cases,
including surgical OR cases, treated at designated Trauma Centers.

As reflected in the North Carolina Administrative Code for designation as a Trauma Center,
Level I and Level I Trauma Centers are required to provide immediate availability to an
operating room as part of their Trauma Center des; gnation. These hospitals must participate in
and report trauma case data to the NC Trauma Registry as part of the Trauma Center designation.
Therefore, Novant Health supports the exclusion of one operating room for each Level I and
Level 11 Trauma Center from the annual State Medical Facilities Plan operating room planning
inventory, provided associated annual Trauma surgical cases/procedures performed at the
hospital also are excluded for the same time period. It would be inconsistent to exclude the
Operating Room from the inventory used for the SMFP OR need methodology without also
requiring the exclusion of the trauma OR cases/surgical procedures. Over time, if such Trauma
Operating Rooms are excluded from the Operating Room inventory used for the SMFP OR need
determination in a county and the associated trauma OR cases are not excluded, then the
county’s need for new ORs will be overstated or the surplus of existing ORs would be
understated.

Since an operating room is not required to be immediately available for Level II1 Trauma
Centers per the state’s Level IIT Trauma Center designation regulations, Novant Health does not
support the exclusion of an operating room from the planning inventory for operating rooms for
these Level I1I Trauma Center hospitals. According to the North Carolina Trauma Center web
site, there are currently two Level III Trauma-Center designated hospitals in North Carolina:
High Point Regional Medical Center and CMC-Cleveland Regional Medical Center. See
Attachment 1.

OR Exclusions for Hospitals with Designated Burn Intensive Care Units

There are currently two North Carolina Hospital with Burn Intensive Care Units: UNC Hospitals
at Chapel Hill has a 21-bed burn ICU and WFU/Baptist Medical Center as an 8-bed burn ICU.
On average, the combined utilization for these two burn ICUs is 69.4%. See Table 7C, page 120
of the Proposed 2009 SMEP., According to the Certificate of Need Criteria and Standards, 10
NCAC 14C .3400, for development of a new designated Burn Intensive Care Unit, an operating
room shall be available to the burn intensive care unit 24 hours per day, 7 days per week as
reflected in the following citation:

10A NCAC 14C .3404  SUPPORT SERVICES
(a) An applicant proposing to develop a new burn intensive care unit or to add a bed to an
existing or approved burn intensive care unit shall demonstrate that the following services,
equipment and supplies shall be available to the burn intensive care unit 24 hours per day, 7 days
per week:

(6)  an operating room;




Novant Health supports the exclusion of one operating room for each hospital with a designated
Burn ICU from the State Medical Facilities Plan operating room planning inventory, provided
the hospital can document that the operating room is used solely for burn patients and provided
associated burn surgical procedures performed in the OR also are excluded from the surgical
volume for the hospital for the same time period. It would be inconsistent to exclude the
Operating Room from the inventory used for the SMFP OR need determination without also
requiring the exclusion of the burn OR cases/surgical procedures for the same time period. Over
time, if such burn ORs are excluded from the Operating Room inventory used for the SMEP OR
need determination in a county and the associated burn cases are not excluded, then the need for
new ORs will be overstated or the surplus of existing ORs would be understated.

Thank you for consideration of these comments.

Sincerely,

Barbara L. Freedy

Director, Certificate of Need
Novant Health, Inc.

File: Drafi09SMFPTraumaCenterORExclusionPetition. (7. 3 1.08.doc
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(j) The issuance of a provisional E
a license pursuant to Paragrap
(k) The Department may a
following reasons:

(1)
(2)

(1) The Dg#fartment may amend, deny, suspend, or revo e approval of an EMS System or
tem for any of the following reasons:

EMS
(1)
()

(m) The Department may amend, den spend, or revoke the designati
any of the following reasons:

(1
@

History Note:

10A'NCAC 13P .0702
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# of this Rule.

d, deny, suspend, or revoke the credential of a educational institution for any of the

ure to substantially comply with the require of Section .0600 of this Subchapter; or
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ary 1, 2002;

DURES FOR DENIAL, SUS 10N, AMENDM

s, or designatio follow the

Temporary Adopti
Eff. April 1, 2003.

SECTION .0800 - TRAUMA SYSTEM DEFINITIONS

10A NCAC 13P .0801 TRAUMA SYSTEM DEFINITIONS
The following definitions apply throughout this Subchapter:

(1
(2)
3)
(4)
(5)

(6)

(7
(8)

(&)

"ACS" stands for the American College of Surgeons.

"Advanced Trauma Life Support (ATLS)" refers to the course sponsored by the American College of
Surgeons.

"Affiliated Hospital" means a non-trauma center hospital that is owned by the trauma center such that
a contract or other agreement exists between these facilities to allow for the diversion or transfer of the
trauma center's patient population to this non-trauma center hospital.

"Attending" is a physician who has completed medical or surgical residency and is either eligible to
take boards in a specialty area or is boarded in a specialty.

"Board Certified, Board Certification, Board Eligible, Board Prepared, or Boarded" means approval by
the American Board of Medical Specialties, the Advisory Board for Osteopathic Specialties, or the
Royal College of Physicians and Surgeons of Canada unless a further sub-specialty such as the
American Board of Surgery or Emergency Medicine is specified.

"Bypass" means the transport of an emergency medical services patient past an emergency medical
services receiving facility for the purposes of accessing a designated trauma center or a higher-level
trauma center.

"Contingencies" are conditions placed on a trauma center's designation that, if unmet, can result in the
loss or amendment of a hospital's designation,

"Deficiency" is the failure to meet essential criteria for a trauma center's designation as specified in
Seetion .0900 of this Subchapter, that can serve as the basis for a focused review or denial of a trauma
center designation.

"Department” means the North Carolina Department of Health and Human Services.




(10)
an
(12)

(13)

(14)
(15)

(16)
(17)

(18)

(19)

(20)

@1)
(22)

(23)

(24)

(25)
(26)
27)
(28)
(29)
(30)
(€10
(32)

(33)

(34)

"Diversion" means that a hospital of its own volition reroutes a trauma patient to a trauma center from
the scene or referring hospital.

"E-Code" is a numeric identifier that defines the cause of injury, taken from the International
Classification of Diseases (1CD).

"Essential Criteria" means those items listed in Rules .0901, .0902, and .0903 of this Section that are
the minimum requirements in staffing, equipment, services, etc., for the respective level of trauma
center designation (1, I1, or III).

"Focused Review" is an evaluation of the trauma center's corrective actions to remove contingencies
(as the result of deficiencies) placed upon it following a renewal site visit.

"Hospital" means a licensed facility as defined in G.S. 131E-176.

"Immediately Available" means the physical presence of the health professional in a location in the
trauma center as defined by the needs of the trauma patient.

"Lead RAC Agency" is the agency (comprised of one or more Level I or II trauma centers) that
provides staff support and serves as the coordinating entity for trauma planning in a region.

"Level I Trauma Center" is a regional resource trauma center that has the capability of providing
leadership, research, and total care for every aspect of injury from prevention to rehabilitation.
"Level I Trauma Center” is a hospital that provides definitive trauma care regardless of the severity of
the injury but may not be able to provide the same comprehensive care as a Level I trauma center and
does not have trauma research as a primary objective.

"Level III Trauma Center" is a hospital that provides prompt assessment, resuscitation, emergency
operations, and stabilization, and arranges for hospital transfer as needed to a Level [ or II trauma
center.

"Mid-level Practitioner means a physician assistant or nurse practitioner who routinely cares for
trauma patients."

"OEMS" means the Office of Emergency Medical Services.

"Post Graduate Year Four (PGY4)" means any surgery resident having completed three clinical years
of general surgical training. A pure laboratory year shall not constitute a clinical year.

"Promptly Available" means the physical presence of health professionals in a location in the trauma
center within a short period of time, that is defined by the trauma system (director) and continuously
monitored by the performance improvement program.

"RAC" stands for "Regional Advisory Committee" which is comprised of a lead RAC agency and a
group representing trauma care providers and the community, for the purpose of regional trauma
planning, establishing, and maintaining a coordinated trauma system,

"Revocation" means the removal of a trauma center designation for concerns related to patient
morbidity or mortality or failure to meet essential criteria or recurrent contingencies,

"RFP" stands for "Request for Proposal" and is a standardized state document that must be completed
by each hospital seeking initial or renewal trauma center designation.

"Transfer Agreement" means a formal written agreement between two agencies specifying the
appropriate transfer of patient populations delineating the conditions and methods of transfer.
"Trauma Center" is a hospital facility designated by the State of North Carolina and distinguished by
its ability to immediately manage, on a 24-hour basis, the severely injured patient or those at risk for
severe injury.

"Trauma Center Criteria" means essential criteria to define Level 1, II, or I1I trauma centers.
"Trauma Center Designation" means a formalized process of approval in which a hospital voluntarily
seeks to have its trauma care capabilities and performance evaluated by experienced on-site reviewers.
"Trauma Guidelines" are suggested standards for practice in a variety of situations within the trauma
system,

"Trauma Minimum Data Set" means the basic data required of all hospitals for submission to the
trauma statewide database.

"Trauma Patient” is any patient with an [CD-9-CM discharge diagnosis 800.00-959.9 excluding 905-
909 (late effects of injury), 910.0-924 (blisters, contusions, abrasions, and insect bites), and 930-939
(foreign bodies).

"Trauma Performance Improvement Program (TPIP)" means a system in which outcome data is used
to modify the process of patient care and prevent repetition of adverse events.




(35)

(36)
(37)
(38)
(39)
(40)

(41)

History Note:

"Trauma Program" means an administrative entity that includes the trauma service and coordinates
other trauma related activities. It must also include, at a minimum, the trauma medical director,
trauma program manager/trauma coordinator, and trauma registrar, This program's reporting structure
shall give it the ability to interact with at least equal authority with other departments providing patient
care.

"Trauma Protocols" are standards for practice in a variety of situations within the trauma system.
"Trauma Registry" is an OEMS-maintained database to provide information for analysis and
evaluation of the quality of patient care, including epidemiological and demographic characteristics of
trauma patients.

"Trauma Service" means a clinical service established by the medical staff that has oversight of and
responsibility for the care of the trauma patient,

"Trauma System" means an integrated network that ensures that acutely injured patients are
expeditiously taken to hospitals appropriate for their level of injury.

"Trauma Team" means a group of health care professionals organized to provide coordinated and
timely care to the trauma patient.

"Triage" is a predetermined schematic for patient distribution based upon established medical needs.

Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff April 1, 2003.

SECTION .0900 - TRAUMA CENTER STANDARDS AND APPROVAL

10A NCAC 13P 0901 LEVELITRAUMA CENTER CRITERIA
To receive designation as a Level I Trauma Center, a hospital shall have the following:

4y
(2)
3)

4)
(5)
(6)

)

A trauma program and a trauma service that have been operational for at least six months prior to
application for designation;

Membership in and inclusion of all trauma patient records in the North Carolina Trauma Registry for
at least six months prior to submitting a Request for Proposal;

Trauma medical director who is a board-certified general surgeon. The trauma medical director must:

(a) Have a minimum of three years clinical experience on a trauma service or trauma fellowship
training;

(b) Serve on the center's trauma service;

(c) Participate in providing care to patients with life-threatening or urgent injuries;

(d) Participate in the North Carolina Chapter of the ACS Committee on Trauma as well as other
regional and national trauma organizations;

(e) Remain a current provider in the ACS' Advanced Trauma Life Support Course and in the
provision of trauma-related instruction to other health care personnel; and

(f) Be involved with trauma research and the publication of results and presentations.

A full-time trauma nurse coordinator (TNC)/program manager (TPM) who is a registered nurse,
licensed by the North Carolina Board of Nursing;

A full-time trauma registrar (TR) who has a working knowledge of medical terminology, is able to
operate a personal computer, and has demonstrated the ability to extract data from the medical record;
A hospital department/division/section for general surgery, neurological surgery, emergency medicine,
anesthesiology, and orthopaedic surgery, with designated chair or physician liaison to the trauma
program for each;

Clinical capabilities in general surgery with two separate posted call schedules. One shall be for
trauma, one for general surgery. In those instances where a physician may simultaneously be listed on
both schedules, there must be a defined back-up surgeon listed on the schedule to allow the trauma
surgeon to provide care for the trauma patient. The trauma service director shall specify, in writing,
the specific credentials that each back-up surgeon must have. These must state that the back-up
surgeon has surgical privileges at the trauma center and is boarded or eligible in general surgery (with
board certification in general surgery within five years of completing residency). If a trauma surgeon
is simultaneously on call at more than one hospital, there shall be a defined, posted trauma surgery
back-up call schedule composed of surgeons credentialed to serve on the trauma panel.




(8)

%)

(10)

(an
(12)

(13)

Response of a trauma team to provide evaluation and treatment of a trauma patient 24 hours per day

that includes:

(a) An in-house Post Graduate Year 4 (PGY4) or senior general surgical resident, at a minimum,
who is a member of that hospital’s surgical residency program and responds within 20
minutes of notification;

(b) A trauma attending whose presence at the patient's bedside within 20 minutes of notification
is documented and who participates in therapeutic decisions and is present at all operative
procedures;

(c) An emergency physician who is present in the Emergency Department 24 hours per day who

is either board-certified or prepared in emergency medicine (by the American Board of
Emergency Medicine or the American Osteopathic Board of Emergency Medicine).
Emergency physicians caring only for pediatric patients may, as an alternative, be boarded or
prepared in pediatric emergency medicine. Emergency physicians must be board-certified
within five years after successful completion of a residency in emergency medicine and serve
as a designated member of the trauma team until the arrival of the trauma surgeon;

(d) Neurosurgery specialists who are never simultaneously on-call at another Level 11 or higher
trauma center, who are promptly available, if requested by the trauma team leader, unless
there is either an in-house attending neurosurgeon, a Post Graduate Year 2 (PGY2) or higher
in-house neurosurgery resident or an in-house trauma surgeon or emergency physician as
long as the institution can document management guidelines and annual continuing medical
education for neurosurgical emergencies. There must be a specified written back-up on the
call schedule whenever the neurosurgeon is simultaneously on-call at a hospital other than
the trauma center;

(e) Orthopaedic surgery specialists who are never simultaneously on-call at another Level Il or
higher trauma center, who are promptly available, if requested by the trauma team leader,
unless there is either an in-house attending orthopaedic surgeon, a Post Graduate Year 2
(PGY2) or higher in-house orthopaedic surgery resident or an in-house trauma surgeon or
emergency physician as long as the institution can document management guidelines and
annual continuing medical education for orthopaedic emergencies. There must be a specified
written back-up on the call schedule whenever the orthopaedist is simultaneously on-call at a
hospital other than the trauma center;

(H) An in-house anesthesiologist or a Clinical Anesthesiology Year 3 (CA3) resident as long as
an anesthesiologist on-call is advised and promptly available if requested by the trauma team
leader, and

(g) Registered nursing personnel trained in the care of trauma patients.

A written credentialing process established by the Department of Surgery to approve mid-level

practitioners and attending general surgeons covering the trauma service. The surgeons must have

board certification in general surgery within five years of completing residency;

Neurosurgeons and orthopaedists serving the trauma service who are currently board certified or

eligible. Those who are eligible must be board certified within five years after successful completion

of the residency;

Standard written protocols relating to trauma management formulated and routinely updated;

Criteria to ensure team activation prior to arrival of trauma/burn patients to include the following:

(a) Shock;

(b) Respiratory distress;

(c) Airway compromise;
(d) Unresponsiveness (Glasgow Coma Scale less than 8) with potential for multiple injuries; and
(e) Gunshot wound to head, neck, or torso.

Surgical evaluation, based upon the following criteria, by the health professional who is promptly
available:

(a) Proximal amputations;

(b) Burns meeting institutional transfer criteria;
(c) Vascular compromise;

(d) Crush to chest or pelvis;

(e) Two or more proximal long bone fractures; and




(14)

(15)

(16)

()

Spinal cord injury.

Surgical consults, based upon the following criteria, by the health professional who is promptly
available:

()
(b)
(e)

(d)

Falls greater than 20 feet;

Pedestrian struck by motor vehicle;

Motor vehicle crash with:

() Ejection (includes motorcycle);

(ii) Rollover;

(iii) Speed greater than 40 mph; or

(iv) Death of another individual at the scene;
Extremes of age, less than five or greater than 70 years;

Clinical capabilities (promptly available if requested by the trauma team leader, with a posted on-call
schedule), to include individuals credentialed in the following:

(a)
(b)
(©)
(d)
(e)

63)
(g)
(h)
(i)
()
(k)
0]
(m)
(n)

Cardiac surgery;

Critical care;

Hand surgery;

Microvascular/replant surgery;

Neurosurgery (The neurosurgeon must be dedicated to one hospital or a back-up call
schedule must be available. If fewer than 25 emergency neurosurgical trauma operations are
done in a year, and the neurosurgeon is dedicated only to that hospital, then a published
back-up call list is not necessary.)

Obstetrics/gynecologic surgery;

Opthalmic surgery;

Oral/maxillofacial surgery:

Orthopaedics (dedicated to one hospital or a back-up call schedule must be available):
Pediatric surgery;

Plastic surgery;

Radiology;

Thoracic surgery; and

Urologic surgery.

An Emergency Department that has:

(a)

(®)

(c)

(d)

A designated physician director who is board-certified or prepared in emergency medicine
(by the American Board of Emergency Medicine or the American Osteopathic Board of
Emergency Medicine);

24-hour-per-day staffing by physicians physically present in the Emergency Department such

that:

(i) At least one physician on every shift in the Emergency Department is either board-
certified or prepared in emergency medicine (by the American Board of Emergency
Medicine or the American Osteopathic Board of Emergency Medicine) to serve as
the designated member of the trauma team at least until the arrival of the trauma
surgeon. Emergency physicians caring only for pediatric patients may, as an
alternative, be boarded in pediatric emergency medicine. All emergency physicians
must be board-certified within five years after successful completion of the
residency;

(i1) All remaining emergency physicians, if not board-certified or prepared in
emergency medicine as outlined in Item (16)(b)(i) of this Rule, are board-certified,
or eligible by the American Board of Surgery, American Board of Family Practice,
or American Board of Internal Medicine, with each being board-certified within
five years after successful completion of a residency; and

(iii) All emergency physicians practice emergency medicine as their primary specialty.

Nursing personnel with experience in trauma care who continually monitor the trauma

patient from hospital arrival to disposition to an intensive care unit, operating room, or

patient care unit;

Equipment for patients of all ages to include:




(17)

(18)

(19)

(i)

(i)
(iii)
(iv)
()
(vi)
(vii)

(viii)

(ix)
(x)
(xi)

(xii)
(xiii)
(xiv)
(xv)
(xvi)
(xvii)
(xviii)
(xix)

Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators, pocket masks, and oxygen);

Pulse oximetry;

End-tidal carbon dioxide determination equipment;

Suction devices;

Electrocardiograph-oscilloscope-defibrillator with internal paddles;

Apparatus to establish central venous pressure monitoring;

Intravenous fluids and administration devices to include large bore catheters and
intraosseous infusion devices;

Sterile surgical sets for airway control/cricothyrotomy, thoracotomy, vascular
access, thoracostomy, peritoneal lavage, and central line insertion;

Apparatus for gastric decompression;

24-hour-per-day x-ray capability;

Two-way communication equipment for communication with the emergency
transport system;

Skeletal traction devices, including capability for cervical traction;

Arterial catheters;

Thermal control equipment for patients;

Thermal control equipment for blood and fluids;

Rapid infuser system;

Broselow tape;

Sonography: and

Doppler.

An operating suite that is immediately available 24 hours per day and has:
24-hour-per-day immediate availability of in-house staffing;
Equipment for patients of all ages to include:

(a)
(®)

)
(i)
(iii)
(iv)
)
(vi)
(vii)
(viii)

(ix)

Cardiopulmonary bypass capability;

Operating microscope;

Thermal control equipment for patients

Thermal control equipment for blood and fluids;

24-hour-per-day x-ray capability including c-arm image intensifier;
Endoscopes and bronchoscopes:

Craniotomy instruments;

Capability of fixation of long-bone and pelvic fractures; and

Rapid infuser system,

A postanesthetic recovery room or surgical intensive care unit that has:
24-hour-per-day in-house staffing by registered nurses;
Equipment for patients of all ages to include:

(a)
(b)

()

(i)
(iii)
(iv)
(v)
(vi)

Capability for resuscitation and continuous monitoring of temperature,
hemodynamics, and gas exchange;

Capability for continuous monitoring of intracranial pressure;

Pulse oximetry;

End-tidal carbon dioxide determination capability;

Thermal control equipment for patients; and

Thermal control equipment for blood and fluids.

An intensive care unit for trauma patients that has:

A designated surgical director for trauma patients;

A physician on duty in the intensive care unit 24 hours per day or immediately available from
within the hospital as long as this physician is not the sole physician on-call for the
Emergency Department;

Ratio of one nurse per two patients on each shift;

Equipment for patients of all ages to include:

(a)
(b)

(c)
(d)

()
(i)

Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators, and pocket masks);
Oxygen source with concentration controls;




(20)
1)

(22)

(23)

(24)

(25)

(26)

(27)

(iii) Cardiac emergency cart;

(iv) Temporary, transvenous pacemaker;

(v) Electrocardiograph-oscilloscope-defibrillator with internal paddles;
(vi) Cardiac output monitoring capability;

(vil) Electronic pressure monitoring capability;

(viii)  Mechanical ventilator;

(ix) Patient weighing devices;
(%) Pulmonary function measuring devices;
(xi) Temperature control devices; and
(xii) Intracranial pressure monitoring devices.
(e) Within 30 minutes of request, the ability to perform blood gas measurements, hematocrit

level, and chest x-ray studies;

Acute hemodialysis capability;

Physician-directed burn center staffed by nursing personnel trained in burn care or a written transfer

agreement with a burn center;

Acute spinal cord management capability or written transfer agreement with a hospital capable of

caring for a spinal cord injured patient;

Radiological capabilities that include:

(a) 24-hour-per-day in-house radiology technologist;

(b) 24-hour-per-day in-house computerized tomography technologist;

(c) Sonography;

(d) Computed tomography;

(e) Angiography;

(f) Magnetic resonance imaging; and

() Resuscitation equipment to include: airway management and 1V therapy.

Respiratory therapy services available in-house 24 hours per day;

24-hour-per-day clinical laboratory service that must include:

(a) Standard analysis of blood, urine, and other body fluids, including micro-sampling when
appropriate;

(b) Blood-typing and cross-matching;

(c) Coagulation studies;

(d) Comprehensive blood bank or access to community central blood bank with storage
facilities;

(e) Blood gases and pH determination; and

(H) Microbiology.

A rehabilitation service that provides:

(a) A staff trained in rehabilitation care of critically injured patients;

(b) For major trauma patients, functional assessment and recommendations regarding short- and
long-term rehabilitation needs within one week of the patient's admission to the hospital or as
soon as hemodynamically stable;

(c) Full in-house rehabilitation service or a written transfer agreement with a rehabilitation
facility accredited by the Commission on Accreditation of Rehabilitation Facilities;

(d) Physical, occupational, speech therapies, and social services; and

(e) Substance abuse evaluation and counseling capability.

A performance improvement program, as outlined in the North Carolina Chapter of the American

College of Surgeons Committee on Trauma document "Performance Improvement Guidelines for

North Carolina Trauma Centers," incorporated by reference in accordance with G.S. 150B-21.6,

including subsequent amendments and editions. This document is available from the OEMS, 2707

Mail Service Center, Raleigh, North Carolina 27699-2707, at no cost. This performance improvement

program must include:

(a) The trauma registry agreed to by the North Carolina State Trauma Advisory Committee and
OEMS, whose data is submitted to the OEMS at least quarterly and includes all the center's
trauma patients as defined in Rule .0801(33) who are either diverted to an affiliated hospital,
admitted to the trauma center for greater than 23:59 hours (24 hours or more) from an ED or




(28)

(29)

(30)

(31)

hospital, die in the ED, are DOA or are transferred from the ED to the OR, ICU, or another
hospital (including transfer to any affiliated hospital);

(b) Morbidity and mortality reviews to include all trauma deaths;

(c) Trauma performance committee that meets at least quarterly, to include physicians, nurses,
pre-hospital personnel, and a variety of other healthcare providers, and reviews policies,
procedures, and system issues and whose members or designee attends at least 50% of the
regular meetings;

(d) Multidisciplinary peer review committee that meets at least quarterly and includes physicians
from trauma, neurosurgery, orthopaedics, emergency medicine, anesthesiology, and other
specialty physicians, as needed, specific to the case, and the trauma nurse
coordinator/program manager and whose members or designee attends at least 50% of the
regular meetings;

(e) Identification of discretionary and non-discretionary audit filters;

(H Documentation and review of times and reasons for trauma-related diversion of patients from
the scene or referring hospital;

(g) Documentation and review of response times for trauma surgeons, neurosurgeons,
anesthesiologists or airway managers, and orthopaedists. All must demonstrate 80%
compliance.

(h) Monitoring of trauma team notification times;

(i) Review of pre-hospital trauma care to include dead-on-arrivals; and

() Review of times and reasons for transfer of injured patients.

An outreach program to include:

(a) Written transfer agreements to address the transfer and receipt of trauma patients;

(b) Programs for physicians within the community and within the referral area (to include

telephone and on-site consultations) about how to access the trauma center resources and
refer patients within the system;
(c) Development of a Regional Advisory Committee (RAC) as specified in Rule .1102 of this

Subchapter;
(d) Development of regional criteria for coordination of trauma care;
(e) Assessment of trauma system operations at the regional level; and
() ATLS,
A program of injury prevention and public education to include:
(a) Epidemiology research to include studies in injury control, collaboration with other

institutions on research, monitoring progress of prevention programs, and consultation with
qualified researchers on evaluation measures;

(b) Surveillance methods to include trauma registry data, special Emergency Department and
field collection projects;

(c) Designation of a injury prevention coordinator; and

(d) Outreach activities, program development, information resources, and collaboration with

existing national, regional, and state trauma programs.
A trauma research program designed to produce new knowledge applicable to the care of injured
patients to include:

(a) Identifiable institutional review board process;

(b) Extramural educational presentations that must include 12 education/outreach presentations
over a three-year period: and

(c) 10 peer-reviewed publications over a three-year period that could come from any aspect of

the trauma program.

A documented continuing education program for staff physicians, nurses, allied health personnel, and

community physicians to include:

(a) A general surgery residency program;

(b) 20 hours of Category 1 or II trauma-related continuing medical education (as approved by the
Accreditation Council for Continuing Medical Education) every two years for all attending
general surgeons on the trauma service, orthopaedists, and neurosurgeons, with at least 50%
of this being extramural;




History Note!

(c) 20 hours of Category 1 or II trauma-related continuing medical education (as approved by the
Accreditation Council for Continuing Medical Education) every two years for all emergency
physicians, with at least 50% of this being extramural;

(d) Advanced Trauma Life Support (ATLS) completion for general surgeons on the trauma
service and emergency physicians. Emergency physicians, if not boarded in emergency
medicine, must be current in ATLS;

(e) 20 contact hours of trauma-related continuing education (beyond in-house in-services) every
two years for the trauma nurse coordinator/program manager;

(6))] 16 hours of trauma-registry-related or trauma-related continuing education every two years,
as deemed appropriate by the trauma nurse coordinator/program manager for the trauma
registrar;

(g) At least an 80% compliance rate for 16 hours of trauma-related continuing education (as

approved by the trauma nurse coordinator/program manager) every two years related to
trauma care for RN's and LPN's in transport programs, Emergency Departments, primary
intensive care units, primary trauma floors, and other areas deemed appropriate by the trauma
nurse coordinator/program manager; and

(h) 16 hours of trauma-related continuing education every two years for mid-level practitioners
routinely caring for trauma patients.

Authority G.S. 131E-162;

Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003;

Amended Eff. January 1, 2004.

10A NCAC 13P.0902 LEVEL II TRAUMA CENTER CRITERIA
To receive designation as a Level II Trauma Center, a hospital shall have the following:

(1
()
(3)

(4)
(5)
(6)

(7)

A trauma program and a trauma service that have been operational for at least six months prior to
application for designation;

Membership in and inclusion of all trauma patient records in the North Carolina Trauma Registry for
at least six months prior to submitting a Request for Proposal;

A trauma medical director who is a board-certified general surgeon. The trauma medical director must:

(a) Have at least three years clinical experience on a trauma service or trauma fellowship
training;

(b) Serve on the center's trauma service;

(c) Participate in providing care to patients with life-threatening urgent injuries;

(d) Participate in the North Carolina Chapter of the ACS' Committee on Trauma as well as other
regional and national trauma organizations; and

(e) Remain a current provider in the ACS' Advanced Trauma Life Support Course and in the

provision of trauma-related instruction to other health care personnel.
A full-time trauma nurse coordinator (TNC)/program manager (TPM) who is a registered nurse,
licensed by the North Carolina Board of Nursing;
A full-time trauma registrar (TR) who has a working knowledge of medical terminology, is able to
operate a personal computer, and has demonstrated the ability to extract data from the medical record;
A hospital department/division/section for general surgery, neurological surgery, emergency medicine,
anesthesiology, and orthopaedic surgery, with designated chair or physician liaison to the trauma
program for each;
Clinical capabilities in general surgery with two separate posted call schedules. One shall be for
trauma, one for general surgery. In those instances where a physician may simultaneously be listed on
both schedules, there must be a defined back-up surgeon listed on the schedule to allow the trauma
surgeon to provide care for the trauma patient. The trauma service director shall specify, in writing, the
specific credentials that each back-up surgeon must have. These must state that the back-up surgeon
has surgical privileges at the trauma center and is boarded or eligible in general surgery (with board
certification in general surgery within five years of completing residency). If a trauma surgeon is
simultaneously on call at more than one hospital, there shall be a defined, posted trauma surgery back-
up call schedule composed of surgeons credentialed to serve on the trauma panel.




(8)

®)

(10)

(1)
(12)

(13)

Response of a trauma team to provide evaluation and treatment of a trauma patient 24 hours per day

that includes:

(a) A trauma attending whose presence at the patient's bedside within 20 minutes of notification
is documented and who participates in therapeutic decisions and is present at all operative
procedures;

(b) An emergency physician who is present in the Emergency Department 24 hours per day who
is either board-certified or prepared in emergency medicine (by the American Board of
Emergency Medicine or the American Osteopathic Board of Emergency Medicine) or board-
certified or eligible by the American Board of Surgery, American Board of Family Practice,
or American Board of Internal Medicine and practices emergency medicine as his primary
specialty. This emergency physician if prepared or eligible must be board-certified within
five years after successful completion of the residency and serves asa designated member of
the trauma team until the arrival of the trauma surgeon;

(c) Neurosurgery specialists who are never simultaneously on-call at another Level II or higher
trauma center, who are promptly available, if requested by the trauma team leader, as long as
there is either an in-house attending neurosurgeon; a Post Graduate Year 2 (PGY2) or higher
in-house neurosurgery resident; or in-house emergency physician or the on-call trauma
surgeon as long as the institution can document management guidelines and annual
continuing medical education for neurosurgical emergencies. There must be a specified
written back-up on the call schedule whenever the neurosurgeon is simultaneously on-call at
a hospital other than the trauma center; and

(d) Orthopaedic surgery specialists who are never simultaneously on-call at another Level Il or
higher trauma center, who are promptly available, if requested by the trauma team leader, as
long as there is either an in-house attending orthopaedic surgeon; a Post Graduate Year 2
(PGY?2) or higher in-house orthopaedic surgery resident; or in-house emergency physician or
the on-call trauma surgeon as long as the institution can document management guidelines
and annual continuing medical education for orthopaedic emergencies. There must be a
specified written back-up on the call schedule whenever the orthopaedic surgeon is
simultaneously on-call at a hospital other than the trauma center; and

(e) An in-house anesthesiologist or a Clinical Anesthesiology Year 3 (CA3) resident unless an
anesthesiologist on-call is advised and promptly available after notification or an in-house
CRNA under physician supervision, practicing in accordance with G.S. 90-171.20(7)e,
pending the arrival of the anesthesiologist.

A written credentialing process established by the Department of Surgery to approve mid-level

practitioners and attending general surgeons covering the trauma service. The surgeons must have

board certification in general surgery within five years of completing residency;

Neurosurgeons and orthopaedists serving the trauma service who are currently board certified or

eligible. Those who are eligible must be board certified within five years after successful completion

of the residency;

Standard written protocols relating to trauma care management formulated and routinely updated;

Criteria to ensure team activation prior to arrival of trauma/burn patients to include the following:

(a) Shock;

(b) Respiratory distress;

(c) Airway compromise;

(d) Unresponsiveness (Glasgow Coma Scale less than eight with potential for multiple injuries;
and

(e) Gunshot wound to head, neck, or torso.

Surgical evaluation, based upon the following criteria, by the health professional who is promptly
available:

(a) Proximal amputations;

(b) Burns meeting institutional transfer criteria;

(c) Vascular compromise;

(d) Crush to chest or pelvis;

(e) Two or more proximal long bone fractures; and

(f) Spinal cord injury.




(14)

(15)

(16)

Surgical consults, based upon the following criteria, by the health professional who is promptly

available:
(a) Falls greater than 20 feet;
(b) Pedestrian struck by motor vehicle;
(c) Motor vehicle crash with:
(i) Ejection (includes motorcycle);
(ii) Rollover;
(iii) Speed greater than 40 mph; or
(iv) Death of another individual at the scene;
(d) Extremes of age, less than five or greater than 70 years;

Clinical capabilities (promptly available if requested by the trauma team leader, with a posted on-call
schedule), to include individuals credentialed in the following:

(a)
(b)
(c)

(d)
(e)
(f
()
(h)
(i)
()
(k)

Critical care;

Hand surgery:

Neurosurgery (The neurosurgeon must be dedicated to one hospital or a back-up call
schedule must be available. If fewer than 25 emergency neurosurgical trauma operations are
done in a year, and the neurosurgeon is dedicated only to that hospital, then a published
back-up call list is not necessary.);

Obstetrics/gynecologic surgery;

Opthalmic surgery;

Oral maxillofacial surgery;

Orthopaedics (dedicated to one hospital or a back-up call schedule must be available);
Plastic surgery;

Radiology;

Thoracic surgery: and

Urologic surgery.

An Emergency Department that has:

(a)

(b)

(c)

(d)

A designated physician director who is board-certified or prepared in emergency medicine
(by the American Board of Emergency Medicine or the American Osteopathic Board of
Emergency Medicine);

24-hour-per-day staffing by physicians physically present in the Emergency Department

who:

(i) Are either board-certified or prepared in emergency medicine (by the American
Board of Emergency Medicine or the American Osteopathic Board of Emergency
Medicine or board-certified or eligible by the American Board of Surgery,
American Board of Family Practice, or American Board of Internal Medicine).
These emergency physicians must be board-certified within five years after
successful completion of a residency;

(ii) Are designated members of the trauma team; and

(iii) Practice emergency medicine as their primary specialty.

Nursing personnel with experience in trauma care who continually monitor the trauma

patient from hospital arrival to disposition to an intensive care unit, operating room, or

patient care unit;

Equipment for patients of all ages to include:

(i) Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators, pocket masks, and oxygen);

(ii) Pulse oximetry;

(iii) End-tidal carbon dioxide determination equipment;

(iv) Suction devices;

v) Electrocardiograph-oscilloscope-defibrillator with internal paddles;

(vi) Apparatus to establish central venous pressure monitoring;

(vii) Intravenous fluids and administration devices to include large bore catheters and
intraosseous infusion devices;

(viii)  Sterile surgical sets for airway control/cricothyrotomy, thoracotomy, vascular
access, thoracostomy, peritoneal lavage, and central line insertion;




(ix) Apparatus for gastric decompression;

(x) 24-hour-per-day x-ray capability;

(xi) Two-way communication equipment for communication with the emergency
transport system;

(xii) Skeletal traction devices, including capability for cervical traction;

(xiii)  Arterial catheters;

(xiv)  Thermal control equipment for patients;

(xv) Thermal control equipment for blood and fluids;

(xvi)  Rapid infuser system;

(xvii)  Broselow tape;

(xviii) Sonography; and

(xix)  Doppler.

(17) An operating suite that is immediately available 24 hours per day and has:

(a)
(b)

24-hour-per-day immediate availability of in-house staffing;
Equipment for patients of all ages to include:

(i) Thermal control equipment for patients;

(ii) Thermal control equipment for blood and fluids;

(i) 24-hour-per-day x-ray capability, including c-arm image intensifier;
(iv) Endoscopes and bronchoscopes;

(v) Craniotomy instruments;

(vi) Capability of fixation of long-bone and pelvic fractures; and

(vii) Rapid infuser system.

(18) A postanesthetic recovery room or surgical intensive care unit that has:

(a)
(b)

24-hour-per-day in-house staffing by registered nurses;
Equipment for patients of all ages to include:

(i) Capability for resuscitation and continuous monitoring of temperature,
hemodynamics, and gas exchange;

(ii) Capability for continuous monitoring of intracranial pressure;

(iii) Pulse oximetry;

(iv) End-tidal carbon dioxide determination capability;

(v) Thermal control equipment for patients; and

(vi) Thermal control equipment for blood and fluids.

(19) An intensive care unit for trauma patients that has:

(a)
(b)

(c)
(d)

(e)

A designated surgical director of trauma patients;

A physician on duty in the intensive care unit 24 hours per day or immediately available from
within the hospital as long as this physician is not the sole physician on-call for the
Emergency Department;

Ratio of one nurse per two patients on each shift;

Equipment for patients of all ages to include:

(i) Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators, and pocket masks);

(ii) Oxygen source with concentration controls;

(iii) Cardiac emergency cart;

(iv) Temporary transyenous pacemaker;

(v) Electrocardiograph-oscilloscope-defibrillator with internal paddles;

(vi) Cardiac output monitoring capability;
(vii) Electronic pressure monitoring capability;
(viii)  Mechanical ventilator;

(ix) Patient weighing devices;
x) Pulmonary function measuring devices;
(xi) Temperature control devices; and

(xii) Intracranial pressure monitoring devices.
Within 30 minutes of request, the ability to perform blood gas measurements, hematocrit
level, and chest x-ray studies.

(20) Acute hemodialysis capability or utilization of a written transfer agreement;




(21)
(22)

(23)

(24)
(25)

(26)

(27)

Physician-directed burn center staffed by nursing personnel trained in burn care or a written transfer
agreement with a burn center;

Acute spinal cord management capability or written transfer agreement with a hospital capable of
caring for a spinal cord injured patient;

Radiological capabilities that include:

(a) 24-hour-per-day in-house radiology technologist;

(b) 24-hour-per-day in-house computerized tomography technologist;

(c) Sonography;

(d) Computed tomography;

(e) Angiography; and

(H Resuscitation equipment to include airway management and I'V therapy.

Respiratory therapy services available in-house 24 hours per day;

24-hour-per-day clinical laboratory service that must include:

(a) Standard analysis of blood, urine, and other body fluids, including micro-sampling when
appropriate;

(b) Blood-typing and cross-matching;

(c) Coagulation studies;

(d) Comprehensive blood bank or access to a community central blood bank with storage
facilities;

(e) Blood gases and pH determination; and

() Microbiology.

A rehabilitation service that provides:

(a) A staff trained in rehabilitation care of critically injured patients;

(b) For major trauma patients, functional assessment and recommendation regarding short- and
long-term rehabilitation needs within one week of the patient's admission to the hospital or as
soon as hemodynamically stable;

(c) Full in-house rehabilitation service or a written transfer agreement with a rehabilitation
facility accredited by the Commission on Accreditation of Rehabilitation F acilities;

(d) Physical, occupational, speech therapies, and social services; and

(e) Substance abuse evaluation and counseling capability.

A performance improvement program, as outlined in the North Carolina Chapter of the American

College of Surgeons Committee on Trauma document “Performance Improvement Guidelines for

North Carolina Trauma Centers,” incorporated by reference in accordance with G.S. 150B-21.6,

including subsequent amendments and editions. This document is available from the OEMS, 2707

Mail Service Center, Raleigh, North Carolina 27699-2707, at no cost. This performance improvement

program must include:

(a) The trauma registry agreed to by the North Carolina State Trauma Advisory Committee and
OEMS whose data is submitted to the OEMS at least quarterly and includes all the center's
trauma patients as defined in Rule .0801(33) who are either diverted to an affiliated hospital,
admitted to the trauma center for greater than 23:59 hours (24 hours or more) from an ED or
hospital, die in the ED, are DOA or are transferred from the ED to the OR, ICU, or another
hospital (including transfer to any affiliated hospital);

(b) Morbidity and mortality reviews to include all trauma deaths;

(c) Trauma performance committee that meets at least quarterly, to include physicians, nurses,
pre-hospital personnel, and a variety of other healthcare providers, and reviews policies,
procedures, and system issues and whose members or designee attends at least 50% of the
regular meetings;

(d) Multidisciplinary peer review committee that meets at least quarterly and includes physicians
from trauma, neurosurgery, orthopaedics, emergency medicine, anesthesiology, and other
specialty physicians, as needed, specific to the case, and the trauma nurse
coordinator/program manager and whose members or designee attends at least 50% of the
regular meetings;

(e) Identification of discretionary and non-discretionary audit filters;

(f) Documentation and review of times and reasons for trauma-related diversion of patients from
the scene or referring hospital;




(2)

(h)
(1
G)

Documentation and review of response times for trauma surgeons, NEurosurgeons,
anesthesiologists or airway managers, and orthopaedists. All must demonstrate 80%
compliance;

Monitoring of trauma team notification times;

Review of pre-hospital trauma care to include dead-on-arrivals; and

Review of times and reasons for transfer of injured patients.

(28) An outreach program to include:

(a)
(b)
(c)

(d)
(e)

Written transfer agreements to address the transfer and receipt of trauma patients;
Programs for physicians within the community and within the referral area (to include
telephone and on-site consultations) about how to access the trauma center resources and
refer patients within the system;

Development of a Regional Advisory Committee (RAC) as specified in Rule .1102 of this
Subchapter;

Development of regional criteria for coordination of trauma care; and

Assessment of trauma system operations at the regional level.

(29) A program of injury prevention and public education to include:

(a)
(b)

Designation of an injury prevention coordinator; and
Outreach activities, program development, information resources, and collaboration with
existing national, regional, and state trauma programs.

(30) A documented continuing education program for staff physicians, nurses, allied health personnel, and
community physicians to include:

(a)

(b)

(c)

(d)
(e)

0

(®)

20 hours of Category I or II trauma-related continuing medical education (as approved by the
Acereditation Council for Continuing Medical Education) every two years for all attending
general surgeons on the trauma service, orthopaedics, and neurosurgeons, with at least 50%
of this being extramural;

20 hours of Category I or II trauma-related continuing medical education (as approved by the
Accreditation Counil for Continuing Medical Education) every two years for all emergency
physicians, with at least 50% of this being extramural;

Advanced Trauma Life Support (ATLS) completion for general surgeons on the trauma
service and emergency physicians. Emergency physicians, if not boarded in emergency
medicine, must be current in ATLS.

20 contact hours of trauma-related continuing education (beyond in-house in-services) every
two years for the trauma nurse coordinator/program manager;

16 hours of trauma-registry-related or trauma-related continuing education every two years,
as deemed appropriate by the trauma nurse coordinator/program manager, for the trauma
registrar;

at least 80% compliance rate for 16 hours of trauma-related continuing education (as
approved by the trauma nurse coordinator/program manager) every two years related to
trauma care for RN's and LPN's in transport programs, Emergency Departments, primary
intensive care units, primary trauma floors, and other areas deemed appropriate by the trauma
nurse coordinator/program manager; and

16 contact hours of trauma-related continuing education every two years for mid-level
practitioners routinely caring for trauma patients.

History Note: Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003;
Amended Eff. January 1, 2004.

10A NCAC 13P .0903

LEVEL IIl TRAUMA CENTER CRITERIA

To receive designation as a Level 111 Trauma Center, a hospital shall have the following:

(H A trauma program and a trauma service that have been operational for at least six months prior to
application for designation;
(2) Membership in and inclusion of all trauma patient records in the North Carolina Trauma Registry for

at least six months prior to submitting a Request for Proposal application;




3)

4
(5)
(6)
(7

(8)

®

(10)

(1)
(12)

(13)

A trauma medical director who is a board-certified general surgeon. The trauma medical director must:
(a) Serve on the center's trauma service;

(b) Participate in providing care to patients with life-threatening or urgent injuries;
(c) Participate in the North Carolina Chapter of the ACS' Committee on Trauma;
(d) Remain a current provider in the ACS' Advanced Trauma Life Support Course in the

provision of trauma-related instruction to other health care personnel.
A designated trauma nurse coordinator (TNC)/program manager (TPM) who is a registered nurse,
licensed by the North Carolina Board of Nursing;
A trauma registrar (TR) who has a working knowledge of medical terminology, is able to operate a
personal computer, and has demonstrated the ability to extract data from the medical record;
A hospital department/division/section for general surgery, emergency medicine, anesthesiology, and
orthopaedic surgery, with designated chair or physician liaison to the trauma program for each;
Clinical capabilities in general surgery with a written posted call schedule that indicates who is on call
for both trauma and general surgery. If a trauma surgeon is simultaneously on call at more than one
hospital, there must be a defined, posted trauma surgery back-up call schedule composed of surgeons
credentialed to serve on the trauma panel. The trauma service director shall specify, in writing, the
specific credentials that each back-up surgeon must have. These must state that the back-up surgeon
has surgical privileges at the trauma center and is boarded or eligible in general surgery (with board
certification in general surgery within five years of completing residency).
Response of a trauma team to provide evaluation and treatment of a trauma patient 24 hours per day
that includes:

(a) A trauma attending whose presence at the patient's bedside within 30 minutes of notification
is documented and who participates in therapeutic decisions and is present at all operative
procedures;

(b) An emergency physician who is present in the Emergency Department 24 hours per day who

is either board-certified or prepared in emergency medicine (by the American Board of
Emergency Medicine or the American Osteopathic Board of Emergency Medicine) or board-
certified or eligible by the American Board of Surgery, American Board of Family Practice,
or American Board of Internal Medicine and practices emergency medicine as his primary
specialty. This emergency physician if prepared or eligible must be board-certified within
five years after successful completion of the residency and serve asa designated member of
the trauma team until the arrival of the trauma surgeon;

(c) An anesthesiologist who is on-call and promptly available after notification by the trauma
team leader or an in-house CRNA under physician supervision, practicing in accordance with
G.S. 90-171.20(7)e, pending the arrival of the anesthesiologist within 20 minutes of
notification,

A written credentialing process established by the Department of Surgery to approve mid-level

practitioners and attending general surgeons covering the trauma service. The surgeons must have

board certification in general surgery within five years of completing residency;

Current board certification or eligibility of orthopaedists, with board certification within five years

after successful completion of residency;

Standard written protocols relating to trauma care management formulated and routinely updated;

Criteria to ensure team activation prior to arrival of trauma/burn patients to include the following:

(a) Shock;

(b) Respiratory distress;

(c) Airway compromise;

(d) Unresponsiveness (Glasgow Coma Scale less than eight) with potential for multiple injuries;
and

(e) Gunshot wound to head, neck, or torso.

Surgical evaluation, based upon the following criteria, by the health professional who is promptly
available:

(a) Proximal amputations;
(b) Burns meeting institutional transfer criteria;
(c) Vascular compromise;

(d) Crush to chest or pelvis;




(14)

(15)

(16)

(e)
(0

(a)
(b)
(c)
(d)
(a)
(b)
(a)

(b)

(e)

(d)

Two or more proximal long bone fractures; and

Spinal cord injury.

Surgical consults, based upon the following criteria, by the health professional who is promptly
available:
Falls greater than 20 feet:
Pedestrian struck by motor vehicle;
Motor vehicle crash with:

(1)

(ii)
(iii)
(iv)

Ejection (includes motorcycle);
Rollover;

Speed greater than 40 mph; or

Death of another individual at the scene;

Extremes of age, less than five or greater than 70 years;

Clinical capabilities (promptly available if requested by the trauma team leader, with a posted on-call
schedule) to include individuals credentialed in the following:

Orthopaedics; and

Radiology.

An Emergency Department that has:

A designated physician director who is board-certified or prepared in emergency medicine
(by the American Board of Emergency Medicine or the American Osteopathic Board of
Emergency Medicine);

24-hour-per-day staffing by physicians physically present in the Emergency Department

who:

()

(ii)
(iif)

Are either board-certified or prepared in emergency medicine (by the American
Board of Emergency Medicine or the American Osteopathic Board of Emergency
Medicine) or board-certified or eligible by the American Board of Surgery,
American Board of Family Practice, or American Board of Internal Medicine.
These emergency physicians must be board-certified within five years after
successful completion of a residency;

Are designated members of the trauma team; and

Practice emergency medicine as their primary specialty.

Nursing personnel with experience in trauma care who continually monitor the trauma
patient from hospital arrival to disposition to an intensive care unit, operating room, or
patient care unit;

Resuscitation equipment for patients of all ages to include:

(1

(i)
(iii)
(iv)
v)
(vi)
(vii)

(viii)

(ix)
(%)
(i)

(xii)
(xiii)
(xiv)
(xv)
(xvi)
(xvii)

Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators, pocket masks, and oxygen);

Pulse oximetry;

End-tidal carbon dioxide determination equipment;

Suction devices;

Electrocardiograph-oscilloscope-defibrillator with internal paddles;

Apparatus to establish central venous pressure monitoring;

Intravenous fluids and administration devices to include large bore catheters and
intraosseous infusion devices;

Sterile surgical sets for airway control/cricothyrotomy, thoracotomy, vascular
access, thoracostomy, peritoneal lavage, and central line insertion;

Apparatus for gastric decompression;

24-hour-per-day x-ray capability;

Two-way communication equipment for communication with the emergency
transport system;

Skeletal traction devices;

Thermal control equipment for patients; and

Thermal control equipment for blood and fluids;

Rapid infuser system;

Broselow tape; and

Doppler.




(17)

(18)

(19)

(20)
1)

(22)
(23)

(24)

(25)
(26)

An operating suite that has:

(a)
(b)

Personnel available 24 hours a day, on-call, and available within 30 minutes of notification
unless in-house;
Age-specific equipment to include:

(i) Thermal control equipment for patients;

(ii) Thermal control equipment for blood and fluids;

(iii) 24-hour-per-day x-ray capability, including c-arm image intensifier;
(iv) Endoscopes and bronchoscopes;

(v) Equipment for long bone and pelvic fracture fixation; and

(vi) Rapid infuser system.

A postanesthetic recovery room or surgical intensive care un it that has:

(a)
(b)

24-hour-per-day availability of registered nurses within 30 minutes from inside or outside the
hospital;
Equipment for patients of all ages to include:

(i) Capability for resuscitation and continuous monitoring of temperature,
hemodynamics, and gas exchange;

(ii) Pulse oximetry;

(iii) End-tidal carbon dioxide determination;

(iv) Thermal control equipment for patients; and

(v) Thermal control equipment for blood and fluids.

An intensive care unit for trauma patients that has:

()
(b)

()

(d)

A designated surgical director of trauma patients;

A physician on duty in the intensive care unit 24-hours-per-day or immediately available
from within the hospital (which may be a physician who is the sole physician on-call for the
Emergency Department);

Equipment for patients of all ages to include:

(1) Airway control and ventilation equipment (laryngoscopes, endotracheal tubes, bag-
mask resuscitators and pocket masks);

(ii) Oxygen source with concentration controls;

(iii) Cardiac emergency cart;

(iv) Temporary transvenous pacemaker;

(v) Electrocardiograph-oscilloscope-defibrillator;

(vi) Cardiac output monitoring capability;
(vii) Electronic pressure monitoring capability;
(viii)  Mechanical ventilator;

(ix) Patient weighing devices;
(x) Pulmonary function measuring devices; and
(xi) Temperature control devices.

Within 30 minutes of request, the ability to perform blood gas measurements, hematocrit
level, and chest x-ray studies;

Acute hemodialysis capability or utilization of a written transfer agreement;

Physician-directed burn center staffed by nursing personnel trained in burn care or a written transfer
agreement with a burn center;

Acute spinal cord management capability or written transfer agreement with a hospital capable of
caring for a spinal cord injured patient;

Acute head injury management capability or written transfer agreement with a hospital capable of
caring for a head injury;

Radiological capabilities that include:

(a)

(b)
(c)
(d)

Radiology technologist and computer tomography technologist available within 30 minutes
of notification or documentation that procedures are available within 30 minutes;
Computed Tomography;

Sonography; and

Resuscitation equipment to include airway management and IV therapy.

Respiratory therapy services on-call 24 hours per day;
24-hour-per-day clinical laboratory service that must include:




(27)

(28)
(29)

(30)

(31)
(32)

(a) Standard analysis of blood, urine, and other body fluids, including micro-sampling when
appropriate;
(b) Blood-typing and cross-matching;

(c) Coagulation studies;

(d) Comprehensive blood bank or access to a community central blood bank with storage
facilities;

(e) Blood gases and pH determination; and

() Microbiology.

Full in-house rehabilitation service or written transfer agreement with a rehabilitation facility

accredited by the Commission on Accreditation of Rehabilitation Facilities;

Physical therapy and social services.

A performance improvement program, as outlined in the North Carolina Chapter of the American

College of Surgeons Committee on Trauma document "Performance Improvement Guidelines for

North Carolina Trauma Centers," incorporated by reference in accordance with G.S. 150B-21.6,

including subsequent amendments and editions, This document is available from the OEMS, 2707

Mail Service Center, Raleigh, North Carolina 27699-2707, at no cost. This performance improvement

program must include:

(a) The trauma registry agreed to by the North Carolina State Trauma Advisory Committee and
OEMS, whose data is submitted to the OEMS at least quarterly and includes all the center's
trauma patients as defined in Rule .0801(33) who are either diverted to an affiliated hospital,
admitted to the trauma center for greater than 23:59 hours (24 hours or more) from an ED or
hospital, die in the ED, are DOA or are transferred from the ED to the OR, ICU, or another
hospital (including transfer to any affiliated hospital);

(b) Morbidity and mortality reviews to include all trauma deaths;

(c) Trauma performance committee that meets at least quarterly, to include physicians, nurses,
pre-hospital personnel, and a variety of other healthcare providers, and reviews policies,
procedures, and system issues and whose members or designee attends at least 50% of the
regular meetings;

(d) Multidisciplinary peer review committee that meets at least quarterly and includes physicians
from trauma, emergency medicine, and other specialty physicians as needed specific to the
case, and the trauma nurse coordinator/program manager and whose members or designee
attends at least 50% of the regular meetings;

(e) Identification of discretionary and non-discretionary audit filters;

() Documentation and review of times and reasons for trauma-related diversion of patients from
the scene or referring hospital;

(2) Documentation and review of response times for trauma surgeons, airway managers, and
orthopaedists. All must demonstrate 80% compliance;

(h) Monitoring of trauma team notification times;

(i) Documentation (unless in-house) and review of Emergency Department response times tor
anesthesiologists or airway managers and computerized tomography technologist;

(1)) Documentation of availability of the surgeon on-call for trauma, such that compliance is 90%
or greater where there is no trauma surgeon back-up call schedule;

(k) Trauma performance and multidisciplinary peer review committees may be incorporated

together or included in other staff meetings as appropriate for the facility performance
improvement rules;

(4] Review of pre-hospital trauma care to include dead-on-arrivals; and

(m) Review of times and reasons for transfer of injured patients.

An outreach program to include:

(a) Written transfer agreements to address the transfer and receipt of trauma patients;

(b) Participation in a Regional Advisory Committee (RAC).

Coordination or participation in community prevention activities;

A documented continuing education program for staff physicians, nurses, allied health personnel, and
community physicians to include:




(a) 20 hours of Category 1 or I trauma-related continuing medical education (as approved by the
Accreditation Council for Continuing Medical Education every two years for all attending
general surgeons on the trauma service, with at least 50% of this being extramural;

(b) 20 hours of Category 1 or 11 trauma-related continuing medical education (as approved by the
Acereditation Council for Continuing Medical Education every two years for all emergency
physicians, with at least 50% of this being extramural;

(c) Advanced Trauma Life Support (ATLS) completion for general surgeons on the trauma
service and emergency physicians. Emergency physicians, if not boarded in emergency
medicine, must be current in ATLS;

(d) 20 contact hours of trauma-related continuing education (beyond in-house in- services) every
two years for the trauma nurse coordinator/program manager;

(e) 16 hours of trauma-registry-related or trauma-related continuing education every two years,
as deemed appropriate by the trauma nurse coordinator/program manager, for the trauma
registrar;

H At least an 80% compliance rate for 16 hours of trauma-related continuing education (as

approved by the trauma nurse coordinator/program manager) every two years related to
trauma care for RN's and LPN's in transport programs, Emergency Departments, primary
intensive care units, primary trauma floors, and other areas deemed appropriate by the trauma
nurse coordinator/program manager; and

(g) 16 hours of trauma-related continuing education every two years for mid-level practitioners
routinely caring for trauma patients.

History Note:  Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003;
Amended Eff. January 1, 2004.

10A NCAC 13P .0904  INITIAL DESIGNATION PROCESS

(a) For initial trauma center designation, the hospital shall request a consult visit by OEMS and have the consult within
one year prior to submission of the RFP.

(b) A hospital interested in pursuing trauma center designation shall submit a letter of intent 180 days prior to the
submission of an RFP to the OEMS. The letter shall also define the hospital's primary trauma catchment area.
Simultaneously, Level 1 or I1 applicants shall also demonstrate the need for the trauma center designation by submitting
one original and three copies of documents that include at a minimum:

(1) The population to be served and the extent to which the population is underserved for trauma care with
the methodology used to reach this conclusion;

(2) Geographic considerations to include trauma primary and secondary catchment area and distance from
other trauma centers; and

(3) Trauma patient volume and severity of injury for the facility for the 24-month period of time preceding

the application. The trauma center shall show that its trauma service will be taking care of at least 200
trauma patients with an Injury Severity Score (ISS) greater than or equal to 15 during the first 2-year
period of its designation. This criteria shall be met without compromising the quality of care or cost
effectiveness of any other designated Level I or II trauma center sharing all or part of its catchment
area or by jeopardizing the existing trauma center's ability to meet this same 200-patient minimum.
(c) Following receipt of the letter of intent by OEMS, any designated Level I or Il trauma center(s) sharing all or part of
the applicant's catchment area must provide to OEMS a trauma registry download for the same two-year period used by
the applicant. This download shall be provided within 30 days of the request of OEMS.
(d) OEMS shall review the regional data, from both the applicant and the existing trauma center(s), and ascertain the
applicant's ability to satisfy the justification of need information required in Paragraphs (b)(1) — (3) of this Rule.
Simultaneously, the applicant's primary RAC shall be notified of the application and be provided the regional data as
required in Paragraphs (b)(1) — (3) of this Rule submitted by the applicant for review and comment. The RAC shall be
given a minimum of 30 days to submit any concerns in writing for OEMS' consideration. If no comments are received,
OEMS shall proceed.
(e) OEMS shall notify the hospital in writing of its decision to allow submission of an RFP. The RAC shall also be
notified so that any necessary changes in protocols can be considered.




(f) OEMS shall also notify the respective Board of County Commissioners in the applicant's trauma primary catchment
area of the request for initial designation to allow for comment.

(g) Hospitals desiring to be considered for initial trauma center designation shall complete and submit an original and
five copies of bound, page-numbered RFP to the OEMS at least 90 days prior to the proposed site visit date.

(h) For Level 1, II, and 11 applicants, the RFP shall demonstrate that the hospital meets the standards for the designation
level applied for as found in Rules .0901, .0902, or .0903 of this Section.

(i) If OEMS does not recommend a site visit, based upon failure to comply with Rules .0901, .0902, or .0903, the
reasons shall be forwarded to the hospital in writing within 30 days of the decision. The hospital may reapply for
designation within six months following the submission of an updated RFP. If the hospital fails to respond within six
months, the hospital shall reapply following the process outlined in Paragraphs (a) — (h) of this Rule.

(j) If the OEMS recommends the hospital for a site visit, the hospital shall be notified within 30 days and the site visit
shall be conducted within six months of the recommendation. The site visit shall be scheduled on a date mutually
agreeable to the hospital and the OEMS.

(k) Any in-state reviewer for a Level I or II visit (except the OEMS representatives) shall be from outside the planning
region in which the hospital is located. The composition of a Level I or I state site survey team shall be as follows:

(1 One out-of-state Fellow of the ACS, experienced as a site surveyor, who shall be designated the
primary reviewer.
(2) One emergency physician who currently works in a designated trauma center, is a member of the

North Carolina College of Emergency Physicians, and is boarded in emergency medicine (by the
American Board of Emergency Medicine or the American Osteopathic Board of Emergency

Medicine),
(3) One in-state trauma surgeon who is a member of the North Carolina Committee on Trauma;
“4) One out-of-state trauma nurse coordinator/program manager;

(5) The medical director of the OEMS; and

(6) The Hospitals Specialist of the OEMS.
(1) All site team members for a Level 111 visit shall be from in-state, and all (except for the OEMS representatives) shall
be from outside the planning region in which the hospital is located. The composition of a Level 111 state site survey
team shall be as follows:

(1) One Fellow of the ACS, who is a member of the North Carolina Committee on Trauma and shall be
designated the primary reviewer;
2) One emergency physician who currently works in a designated trauma center, is a member of the

North Carolina College of Emergency Physicians, and is boarded in emergency medicine (by the
American Board of Emergency Medicine or the American Osteopathic Board of Emergency
Medicine).
3) A trauma nurse coordinator/program manager;
(4) The medical director of the OEMS; and
(5) The Hospitals Specialist of the OEMS,
(m) On the day of the site visit the hospital shall make available all requested patient medical charts.
(n) A post-conference report based on the consensus of the site review team shall be given verbally during a summary
conference. A written consensus report will be completed, to include a peer review report, by the primary reviewer and
submitted to OEMS within 30 days of the site visit.
(0) The report of the site survey team and the staff recommendations shall be reviewed by the State Emergency Medical
Services Advisory Council at its next regularly scheduled meeting which is more than 45 days following the site visit.
Based upon the site visit report and the staff recommendation, the State Emergency Medical Services Advisory Council
shall recommend to the OEMS that the request for trauma center designation be approved or denied.
(p) All criteria defined in Rule .0901, .0902, or .0903 of this Section shall be met for initial designation at the level
requested. Initial designation shall not be granted if deficiencies exist.
(q) Hospitals with a deficiency(ies) may be given up to 12 months to demonstrate compliance. Satisfaction of
deficiency(ies) may require an additional site visit. If compliance is not demonstrated within the time period, to be
defined by OEMS, the hospital shall be required to submit a new application and updated RFP and follow the process
outlined in Paragraphs (a) — (h) of this Rule.
(r) The final decision regarding trauma center designation shall be rendered by the OEMS.
(s) The hospital shall be notified, in writing, of the State Emergency Medical Services Advisory Council's and OEMS'
final recommendation within 30 days of the Advisory Council meeting.




(t) If a trauma center changes its trauma program administrative structure (such that the trauma service, trauma medical
director, trauma nurse coordinator/program manager and/or trauma registrar are relocated on the hospital's organizational
chart) at any time, it shall notify OEMS of this change in writing within 30 days of the ocourrence.

(u) Initial designation as a trauma center is valid for a period of three years.

History Note: Authority G.S. 131E-162; 143-509(3);
Temporary Adoption Eff. January 1, 2002;
Eff April 1, 2003.

10A NCAC 13P .0905 RENEWAL DESIGNATION PROCESS
(a) One of two options may be utilized to achieve trauma center renewal:

(1) Undergo a site visit conducted by OEMS to obtain a four-year renewal designation; or

(2) Undergo a verification visit arranged by the ACS, in conjunction with OEMS, to obtain a three- year
renewal designation;

(b) For hospitals choosing Subparagraph (a)(1) of this Rule:

(1) Prior to the end of the designation period, the OEMS shall forward to the hospital an RFP for
completion. The hospital shall, within 10 days of receipt of the RFP, define for OEMS the trauma
center's trauma primary catchment area. Upon this notification, OEMS shall notify the respective
Board of County Commissioners in the applicant's trauma primary catchment area of the request for
renewal to allow for comment.

(2) Hospitals seeking a renewal of trauma center designation shall complete and submit an original and
five copies of a bound, page-numbered RFP as directed by the OEMS to the OEMS and the specified
site surveyors at least 30 days prior to the site visit. The RFP shall include information that supports
compliance with the criteria contained in Rule 0901, .0902, or .0903 of this Section as it relates to the
trauma center's level of designation,

(3) All criteria defined in Rule .0901, .0902, or .0903 of this Section, as relates to the trauma center's level
of designation, shall be met for renewal designation.
(4) A site visit shall be conducted within 120 days prior to the end of the designation period. The site visit

shall be scheduled on a date mutually agreeable to the hospital and the OEMS.
(5) The composition of a Level I or [T site survey team shall be the same as that specified in Rule .0904(k)
of this Section.

(6) The composition of a Level 111 site survey team shall be the same as that specified in Rule .0904(1) of
this Section.

@) On the day of the site visit the hospital shall make available all requested patient medical charts.

(8) A post-conference report based on consensus of the site review team shall be given verbally during the

summary conference, A written consensus report shall be completed, to include a peer review report,
by the primary reviewer and submitted to OEMS within 30 days of the site visit.

(9) The report of the site survey team and a staff recommendation shall be reviewed by the State
Emergency Medical Services Advisory Council atits next regularly scheduled meeting which is more
than 30 days following the site visit. Based upon the site visit report and the staff recommendation, the
State Emergency Medical Services Advisory Council shall recommend to the OEMS that the request
for trauma center renewal be approved; approved with a contingency(ies) due to a deficiency(ies)
requiring a focused review; approved with a contingency(ies) not due to a deficiency(ies); or denied.

(10) Hospitals with a deficiency(ies) have up to 10 working days prior to the State EMS Advisory Council
meeting to provide documentation to demonstrate compliance. If the hospital has a deficiency that
cannot be corrected in this period prior to the State EMS Advisory Council meeting, the hospital,
instead of a four-year renewal, may be given a time period (up to 12 months) to demonstrate
compliance and undergo a focused review, that may require an additional site visit. The hospital shall
retain its trauma center designation during the focused review period. If compliance is demonstrated
within the prescribed time period, the hospital shall be granted its designation for the four-year period
from the previous designation's expiration date. If compliance is not demonstrated within the time
period, as specified by OEMS, the trauma center designation shall not be renewed. To become
redesignated, the hospital shall be required to submit an updated RFP and follow the initial applicant
process outlined in Rule .0904 of this Section.

(11) The final decision regarding trauma center renewal shall be rendered by the OEMS.




(12)
(13)
(14)

The hospital shall be notified in writing of the State Emergency Medical Services Advisory Council's
and OEMS' final recommendation within 30 days of the Advisory Council meeting.

The four-year renewal date that may be eventually granted shall not be extended due to the focused
review period.

Hospitals in the process of satisfying contingencies placed on them prior to December 31,2001, shall
be evaluated based on the rules that were in effect at the time of their renewal visit.

(¢) For hospitals choosing Subparagraph (a)(2) of this Rule:

(M

(2)

3)

4
(3

(6)

M

(8

9

(10)

(11)
(12)

At least six months prior to the end of the trauma center's designation period, the trauma center must
notify the OEMS of its intent to undergo an ACS verification visit. It must simultaneously define in
writing to the OEMS its trauma primary catchment area. Trauma centers choosing this option must
then comply with all the ACS' verification procedures, as well as any additional state criteria as
outlined in Rule .0901, .0902, or .0903, as apply to their level of designation.

If a trauma center currently using the ACS' verification process chooses not to renew using this
process, it must notify the OEMS at least six months prior to the end of its state trauma center
designation period of its intention to exercise the option in Subparagraph (a)(1) of this Rule.

When completing the ACS' documentation for verification, the trauma center must simultaneously
submit two identical copies to OEMS, The trauma center must simultaneously complete documents
supplied by OEMS to verify compliance with additional North Carolina criteria (i.e., criteria that
exceed the ACS criteria) and forward these to OEMS and the ACS.

The OEMS shall notify the Board of County Commissioners within the trauma center’s trauma primary
catchment area of the trauma center's request for renewal to allow for comments.

The trauma center must make sure the site visit is scheduled to ensure that the ACS' final written
report, accompanying medical record reviews and cover letter are received by OEMS at least 30 days
prior to a regularly scheduled State Emergency Medical Services Advisory Council meeting to ensure
that the trauma center's state designation period does not terminate without consideration by the State
Emergency Medical Services Advisory Council.

The composition of the Level | or Level II site team must be as specified in Rule ,0904(k) of this
Section, except that both the required trauma surgeons and the emergency physician may be from out-
of-state. Neither North Carolina Committee on Trauma nor North Carolina College of Emergency
Physician membership shall be required of the surgeons or emergency physician, respectively, if from
out-of-state.

The composition of the Level I11 site team must be as specified in Rule .0904(1) of this Section, except
that the trauma surgeon, emergency physician, and trauma nurse coordinator/program manager may be
from out-of-state. Neither North Carolina Committee on Trauma nor North Carolina College of
Emergency Physician membership shall be required of the surgeon or emergency physician,
respectively, if from out-of-state.

All state trauma center criteria must be met as defined in Rules .0901, .0902, and 0903, for renewal of
state designation. An ACS' verification is not required for state designation. An ACS' verification does
not ensure a state designation.

The final written report issued by the ACS' verification review committee, the accompanying medical
record reviews (from which all identifiers may be removed), and cover letter must be forwarded to
OEMS within 10 working days of its receipt by the trauma center seeking renewal.

The written reports from the ACS and the OEMS staff recommendation shall be reviewed by the State
Emergency Medical Services Advisory Council at its next regularly scheduled meeting. The State
EMS Advisory Council shall recommend to OEMS that the request for trauma center renewal be
approved; approved with a contingency(ies) due to a deficiency(ies) requiring a focused review;
approved with a contingency(ies) not due to a deficiency(ies); or denied.

The hospital shall be notified in writing of the State Emergency Medical Services Advisory Council's
and OEMS' final recommendation within 30 days of the Advisory Council meeting.

Hospitals with contingencies, as the result of a deficiency(ies), as determined by OEMS, haveup to 10
working days prior to the State EMS Advisory Council meeting to provide documentation to
demonstrate compliance. If the hospital has a deficiency that cannot be corrected in this time period
prior to the State EMS Advisory Council meeting, the hospital, instead of a four-year renewal, may
undergo a focused review (to be conducted by the OEMS) whereby the trauma center may be given up
to 12 months to demonstrate compliance. Satisfaction of contingency(ies) may require an additional




site visit. The hospital shall retain its trauma center designation during the focused review period. If
compliance is demonstrated within the prescribed time period, the hospital shall be granted its
designation for the four-year period from the previous designation's expiration date. If compliance is
not demonstrated within the time period, as specified by OEMS, the trauma center designation shall
not be renewed. To become redesignated, the hospital shall be required to submit a new RFP and
follow the initial applicant process outlined in Rule .0904 of this Section.

History Note:  Authority G.S. 131E-162; 143-509(3);
Temporary Adoption Eff. January 1, 2002;
Eff April 1, 2003;
Amended Eff. January 1, 2004.

SECTION .1000 - TRAUMA CENTER DESIGNATION ENFORCEMENT

10A NCAC 13P.1001 DENIAL, FOCUSED REVIEW, VOLUNTARY WITHDRAWAL, OR
REVOCATION OF TRAUMA CENTER DESIGNATION
(a) The OEMS may deny the initial or renewal designation (without first allowing a focused review) of a trauma center
for any of the following reasons:
(1) Failure to comply with G.S. 131E-162 and the rules adopted under that article; or

(2) Attempting to obtain a trauma center designation through fraud or misrepresentation; or
(3) Endangerment to the health, safety, or welfare of patients cared for in the hospital; or
4) Repetition of contingencies placed on the trauma center in previous site visits.

(b) When a trauma center is required to have a focused review, an option only for a trauma center seeking renewal, it
must be able to demonstrate compliance with the provisions of G.S.131E-162 and the rules adopted under that article
within one year or less as required and delineated in writing by OEMS.
(c) The OEMS may revoke a trauma center designation at any time or deny a request for renewal of designation,
whenever the OEMS finds that the trauma center has failed to comply with the provisions of G.S. 131E-162 and the rules
adopted under that article; and

(1 It is not probable that the trauma center can remedy the deficiencies within one year or less; or

(2) Although the trauma center may be able to remedy the deficiencies within a reasonable period of time,

it is not probable that the trauma center shall be able to remain in compliance with designation rules
for the foreseeable future; or

(3) The trauma center fails to meet the requirements of a focused review; or

(4 Failure to comply endangers the health, safety, or welfare of patients cared for in the trauma center.
(d) The OEMS shall give the trauma center written notice of revocation. This notice shall be given personally or by
certified mail and shall set forth:

(1) The factual allegations;

(2) The statutes or rules alleged to be violated; and

3) Notice of the hospital's right to a contested case hearing on the amendment of the designation.
() Focused review is not a procedural prerequisite to the revocation of 2 designation pursuant to Paragraph (d) of this
Rule.
(f) With the OEMS' approval, a trauma center may voluntarily withdraw its designation for a maximum of one year by
submitting a written request. This request shall include the reasons for withdrawal and a plan for resolution of the issues.
To reactivate the designation, the facility shall provide written documentation of compliance that is acceptable to the
OEMS. Voluntary withdrawal shall not affect the original expiration date of the trauma center's designation.
(g) If the trauma center fails to resolve the issues which resulted in a voluntary withdrawal within the specified time
period for resolution, the OEMS may revoke the trauma center designation.
(h) In the event of a revocation or voluntary withdrawal, the OEMS shall provide written notification to all hospitals and
emergency medical services providers within the trauma center's defined trauma primary catchment area. The OEMS
shall provide written notification to same if, and when, the voluntary withdrawal reactivates to full designation.

History Note:  Authority G.S. I31E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003,




10A NCAC 13P.1002 PROCEDURES FOR APPEAL OF DENJAL, FOCUSED REVIEW, OR
REVOCATION

Appeal of denial or revocation of a trauma center designation shall follow the law regarding contested cases found in

G.S. 150B.

History Note:  Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003.

10A NCAC 13P.1003  MISREPRESENTATION OF DESIGNATION

(a) Hospitals shall not represent themselves as trauma centers unless they are currently designated by the Department
pursuant to Section .0900 of this Subchapter.

(b) Designation applies only to the hospital that submitted the RFP and underwent the formal site survey and does not
extend to its satellite facilities or affiliates.

History Note:  Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003.

SECTION .1100 —- TRAUMA SYSTEM DESIGN

10A NCAC 13P.1101  STATE TRAUMA SYSTEM

(a) The state trauma system consists of regional plans, policies, guidelines and performance improvement initiatives by
the RACs and monitored by the OEMS.

(b) The OEMS shall require that each hospital select a Regional Advisory Committee (RAC). Ifa hospital does not exist
in a given county, the EMS System for the county shall select the RAC. Each RAC shall include at least one Level Tor 11
trauma center. Any hospital changing its affiliation shall report the change in writing to the OEMS within 30 days of the
date of the change.

(¢) The OEMS shall notify each RAC of its hospital and county membership.

History Note:  Authority G.S. 131E-162;
Temporary Adoption Eff. January I, 2002;
Eff. April 1, 2003.

10A NCAC 13P .1102 REGIONAL TRAUMA SYSTEM PLAN
(a) A Level I or Il trauma center shall facilitate development of and provide RAC staff support that shall include, ata
minimum, the following:

(1) The trauma medical director(s) from the lead RAC agency;
(2) Trauma nurse coordinator(s) or program manager(s) from the lead RAC agency.
(b) The RAC membership shall include, at a minimum, the following:

(1) The trauma medical director(s) and the trauma nurse coordinator(s) or program manager(s) from the
lead RAC agency;

(2) If on staff, an outreach coordinator(s) or designee(s), as well as an identified RAC registrar or
designee(s) from the lead RAC agency;

(3) A senior level hospital administrator;

(4) An emergency physician;

(5) An Emergency Medical Services representative;

(6) A representative from each hospital participating in the RAC;

(7) Community representatives;

(8) An EMS System physician involved in medical oversight.
(¢) The RAC shall develop and submit a plan within one year of notification of the RAC membership, or for existing
RACs within six months of the implementation date of this rule, to the OEMS containing at a minimum:

(1) Organizational structure to include the roles of the members of the system;

(2) Goals and objectives to include the orientation of the providers to the regional system;




(3) RAC membership list, rules of order, terms of office, meeting schedule (held at a minimum of two
times per year);

(4) Copies of documents and information required by the OEMS as defined in Rule 1103 of this Section;
(5) System evaluation tools to be utilized;

(6) Written documentation of regional support for the plan; and

(7) Performance improvement activities to include the RAC Registry.

(d) The RAC shall submit to the OEMS an annual progress report that assesses compliance with the regional trauma
system plan and specifies any updates to the plan.

(e) Upon OEMS' receipt of a letter of intent for initial Level I or Il trauma center designation pursuant to Rule .0904 (b)
of this Subchapter, the applicant's RAC shall be provided the applicant’s data from OEMS to review and comment. This
data which should demonstrate the need for the trauma center designation must include at a minimum:

(1) The population to be served and the extent to which the population is underserved for trauma care with
the methodology used to reach this conclusion;

2) Geographic considerations to include trauma primary and secondary catchment area and distance from
other trauma centers; and

(3) Trauma patient volume and severity of injury for the facility for the 24-month period of time preceding

the application. The trauma center shall show that its trauma service will be taking care of at least 200
trauma patients with an Injury Severity Score (ISS) greater than or equal to 15 during the first two-
year period of its designation. This criteria shall be met without compromising the quality of care or
cost effectiveness of any other designated Level 1 or II trauma center sharing all or part of its
catchment area or by jeopardizing the existing trauma center's ability to meet this same 200-patient
minimum.

(f) The RAC has 30 days to comment on the request for initial designation.

(g) The RAC shall also be notified of the OEMS approval to submit an RFP so that necessary changes in protocols can

be considered.

History Note:  Authority G.S. 131E-162;
Temporary Adoption Eff. January 1, 2002;
Eff. April 1, 2003,

10A NCAC 13P .1103 REGIONAL TRAUMA SYSTEM POLICY DEVELOPMENT
The RAC shall oversee the development, implementation, and evaluation of the regional trauma system to include:

(1) Public information and education programs to include system access and injury prevention;
2) Written trauma system guidelines to address the following:
(a) Regional communications;
(b) Triage;
(c) Treatment at the scene and in the pre-hospital, inter-hospital, and Emergency Department to

include guidelines to facilitate the rapid assessment and initial resuscitation of the severely
injured patient, including primary and secondary survey. Criteria addressing management
during transport shall include continued assessment and management of airway, cervical
spine, breathing, circulation, neurologic and secondary parameters, communication, and
documentation.

(d) Transport to determine the appropriate mode of transport and level of care required to
transport, considering patient condition, requirement for trauma center resources, family
requests, and capability of transferring entity.

(e) Bypass procedures that define:
(i) circumstances and criteria for bypass decisions;
(ii) time and distance criteria; and
(iii) mode of transport which bypasses closer facilities,
(H Scene and inter-hospital diversion procedures that shall include delineation of specific factors

such as hospital census or acuity, physician availability, staffing issues, disaster status, or

transportation which would require routing of a patient to another trauma center.
(3) Transfer agreements (to include those with other hospitals, as well as specialty care facilities such as
burn, pediatrics, spinal cord, and rehabilitation) which shall outline mutual understandings between




(4)

History Note:

facilities to transfer/accept certain patients. These shall specify responsible parties, documentation
requirements, and minimum care requirements.
A performance improvement plan that includes:

(a) A regional trauma peer review committee of the RAC;
(i) whose membership and responsibilities are defined in G.S. 131E-162; and
(ii) continuously evaluates the regional trauma system through structured review of
process of care and outcomes; and
(b) The existing trauma registry database and the RAC registry database, once operational, that

report quarterly or as requested by the OEMS.

Authority G.S. 131E-162;

Temporary Adoption Eff. January 1, 2002,
Eff. April 1, 2003;

Amended Eff. January 1, 2004,

SECTION .1200 - TRAUMA SYSTEM DESIGN

10A NCAC 13P.1201  STATE TRAUMA SYSTEM PLAN

10A NCAC 13P .
10A NCAC 13P

History Note:

10A NCAC 13P.

History Note:

1202 REGIONAL TRAUMA SYSTEM PLAN

1203 REGIONAL TRAUMA SYSTEM POLICY DEVELOPMENT

Authority G.S. 131E-162;
Eff. August 1, 1998;
Repealed Eff. January 1, 2004.

SECTION .1300 - FORMS
1301 SOURCE OF FORMS AND DOCUMENTS
Authority G.S. 131E-162;

Eff. August 1, 1998;
Repealed Eff. January 1, 2004.




