Do Net Mark In this Box

WEST VIRGINIA
'SECRETARY OF STATE

KEN HECHLER

ADMINISTRATIVE LAW DIVISION

" Form #3 )

T

lag1toy 18 IS

NOTICE OF AGENCY APPROVAL OF A PROPOSED RULE
AND
FYILING WITH THE LEGISLATIVE RULE-MAKING REVIEW COMMITTEE

AGENCY: Health Department TITLE NUMRER: 64

CITE AUTHORITY Chapter 16, Article 1, Sect_ion 7{4)

AMENDMENT TO AN EXISTING RULE: YES_ X NO__
IF YES, SERIES NUMBER OF RULE BEING AMENDED: __27

TITLE OF RULE BEING AMENDED: __Trauma Center or Facility Designation

I[F NO, SERIES NUMBER OF NEW RULE BEING PROPOSED:

TITLE OF RULE BEING PROPCSED:

THE ABOVE PROPOSED LEGISLATIVE RULE HAVING GONE TO A PUBLIC HEARING OR A PUBLIC
COMMENT PERIOD IS HERERY APPROVED BY THE PROMULGATING AGENCY FOR FILING WITH

THE SECRETARY OF STATE AND THE LEGISLATIVE RULE MAKING REVIEW COMMITTEE FOR
THEIR REVIEW,

(MJ/J/

David K., Heyding®
Director of Hedlth




FISCAL NOTE FOR PROPOSED RULES

Rule Title: Trauma Cenier or Facility Designaticn
Type of Rule: _*  Legislative Interpretive Procedural
Agency  bepartment of Fealth Addrass L1800 Washington Street, East

Charlestont, WW 25305

] ANNUAL FISCAL YEAR
3. Effect of Proposed Rule | Increase Decrease| Current Next Thereafter

Estimated Total Cost $ L3 $ 0 $ 0O

Parsonal Services

Currént Expense

Repairs and Alterationsi_

Eguipment

l
!
!
Other ' i

2. Explanaticn of above estimstes.

No increase in experditure of state fumds is anticipated.

3. Objectives of these rules:

The proposed amendments Incorporate new criteria adopted for the designation
of trauma centers or facilities in the natiocnal system piblished by the
Arerican College of Surgems.




4. Explanation of Overall Economic Impact of Proposed Rule.

A. [Economic 'frnpac-t on State Government.

NCNE

B. Economic Impact on Political Subdivisions; Specific Industr:es,
Specific groups of citizens,

NONE

C. Economic Impact on Citizens/Public at Large.

NOE

Date June 17’ 3‘9_87_

Signature of Agency Head or Authorized Representative
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TO: LEGISLATIVE RULE-MAXING REVIEW COMMITTEE " o
TROM: Hezlth Department C - T
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T ECISLATIVE RULE TITLE: Trauma Center or Facility Designation

1. 2uthorizing statute(s) citation

Chapter 16, Article 1, Section 7(4)

2. a. Date filed in State Register with Notice o
July 24, 1987

Fh

o

What other notice, including advertising, 4id
give of the hearing?

Notices were -ssent to 21l hospitals, county health depertments

and concernad professionesl zssociations.

=. Date of hearing (s}: August 28, 1987

., Attach list of pérscns who appesared at hearing, commants

received, amendments, reasons for amendments,
Attached X ] No comments recejived

=. Date you filed in State Register the agency aporoved
croposed Legislative Rule Zollowing cublic hearing:
ibe exact)

November 18, 1987

f. 1tMame and ohone nunber ©of agency person o contact

for additional information:

Kay Heward, Director, Regulatory Develcpment, 348-3223.




3. TIf the statute under which you promulgated the submitted
rules requires certain findings and determinations to be
made as a condition precedent to their promulgation:

a. Give the date upon which you filed in the State
Register a notice of the time and place of a
hearing for the taking of evidence and a general
description of the issues to be decided.

NA

) T
b. BDate ¢f hearing: - NA

c.. ..0n wnat date did vou £f£ile in the State Regisier the
findings and determinations reguired together wirt
the reascns therefor?

NA
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WEST VIRGINIA BCGARD OF HEALTH

RULE ABSTRACT

Rule Title: Trauma Center oxr Facility Designation

CSR Title & Series: 64 CSR 27 Type: Legislative

Objective/Purpose: The revisions are for the purpose of
incorpeorating changes in the national system published by
American College of Surgeons.

For further information centacit: Kay Howard, Director,
Regulatory Development Section, Telephcone 348-3223 or Fred M.
Cooley, M.D., Director, Emergency Medical Services, Telephone
248-3956, Health Department, 1800 Washington Street, East,
Charleston, WV 25305,
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[PROPOSED]
TITLE 64
WEST VIRGINIA LEGISLATIVE RULES e T
DEPARTMENT OF HEALTH ' s
Series 27 cer i 4 G Lt

Title: Trauma Center cr Facillity Designation

General L o

1.1. Scope - This legislative rule establishes the
standards, criteria and methods of designating various health
care facilities in the State 0f West Virginia as meeting specific
levels of care capability as trauma centers or facilitieg in
order to identify those facilities best eguipped and staffed to
care for the critically injured patient.

1.2. Aunthority - This rule is issued by the directcr of
health under the authority of chapter-iby-Artiecie-i;-Seetien-7
t43 and is related to Chapter 16, Article 4C, Section 1 et seq.
of the West Virginia Code. .

1.2, Piiing Date -

1.4, Etfective Déte -

Section 2. 3Zupersession asnd Repeal of Former Rules - This rule
supersedes and repeals Trauma Center or Facility Designation,
West Virginia Department of Health Legislative Rules, £4 CS8SR 27,
Series-27, 1584 1986. anéd-the-emergeney-ruzle-FPrauma-Eenker-ar
Pagility-Desigrationy-West-Yirginiaz-Bearzd-ef-Health- ~Emergeney
Rulesy-Chapter-16t-t7;-Series-¥XXVEiIy-1984;-—amenged~

Section 3. Application and Bnforcement

3.1. Application - This rule shall apply to all health care
institutions, facilities, hospz;als, clinics, corporations,
partnerships and geovernmental agencies engaged in the provision
cf care to critically injured patients in the state.

3.2. Enforcemeni - The eniorcement of this rule is wvested
with the director of the West Virginia department of health or.
his lawful designee.

Section 4. Definitions

4.1. Level I1 - This means a health care facility which
meets most but not all of the standards, criteria, resources and
capabilities of trauma care &s listed herein {Advanced).

4,2, American Cpollege of Surgeons Guidelines - A listing of
hospital rescurces necessary for optimal care of the injured
patient as published by the American College ©f Surgecns in 9832
1986 in the Bulletin of the aAmerican College c¢f Surgeons.

4.3. Regicnal Emergency Medical Services Agency - One of
several multi-county operational agencies established by the
office of emergency medical services for the purpose of age




64 CSR 27

cocrdinating the development, implementation and planning for
emergency medical services within the regional area. Each region
is staffed by area program personnel who function under a board
of directcrs appointed by the several emergency medical services
regions served.

4.4. Basic - This means a health cazre facility which meets
the minimum standards, criteria, resources and capabilities of
trauma care as listed hezein,.

4.5. Board - Means the West Virginia becard c¢f health.

4.6, Level I - This means a health care facility which
meets =211 of the standards, criteria, resources and capabllities
of trauma care as listed herein {Comprehensive).

4.7. Critical Care Committee - A committee established at
the regional and state emergency medical service agency level,
composed of specialty physicians representing the eight critical
patient care areas of trauma, cardiac, high risk infant, poi-
soning, drug and alcohol detoxification, behavioral, spinal and
burn for the purpose of advising the respective agency on medlcal
care principles and activities, inciuding categerization of
health care facilities.

4.8. Dedesignation - This means the withdrawal of a
previous designation level by the West Virginia department of
health when it is determined by review and audit oI an
institution that such instituvtion no longer meets the standards,
criteria, resource availability or commitment for trauma care.

4.9. Degignation - This means an official notification frem
the West Virginia department of health teo a particular nhealth
care facility indicating the level of trauma care capability
determined by the site visit process.

4.10. Level III - This means a health care facility that
meets some of the standards, criteria, resources and capabilities
of trauma care as listed herein, but does not have the specialty
care capabilities to manage the more severely injured patient
throughout the course c¢f hospitalization {Intermedlate).

4,11, Levels of Care Capability ~ This refers to the
resources, staffing, equipment and commitment that a particular
health care facility evidences in the trauma care area. The
terms comprehensive, advanced, intermediate and basic are used to
identify the variocus levels.

4.12. OFffice of Emergency Medical Services - An official
divisicon of the West Virginia department of health.

4.13., Propesal - A document submitted by a health care
facility which indicates the existing resocurces, care capablility,
commitments and cooperative assurances of that institution in
regards to trauma care. Normally, the proposal process will be
used when two or more institutions located in the same community

Page 2




€4 CSR 27

or general area are competing for designation at a particularz
lavel.

4,14, West Virginia Categorization Commititee - A committee
appointed by the director ©f the department of health to
periodically review and recommend changes in the West Virginia
State Emergency Facility Categorization Plan. The committee
shall be composed of three {3} representatives each of the West
Virginia State Medical Association, the West Virginia State
Hospital Association, the West Virginia regional or area
Emergency Medical Service agencies, reglional Emergency Medical
Service Medical Directors, two {23 each from the West Virginia
Chapter of the American College of Emergency Physicians, the West
Virginia Nurses Association, the West Virginia Emergency Nurses
Association, one %+ from the West Virginia Society of
Osteopathic Medicine and three ¢33 representatives from the
public at large. The director of health may name additional
representatives to the committee at his discretion.

Section 5. glte ¥Visit - WNo health care facility center, unit or
hospital shall be designated in accordance with the following
process without a site wisit being performed by individuals
authorized to perform such site visit by the West Virginia
department of health.

Section 6. General Criteria for Determining Trauma Care
Capaibility ]

5.1, Basic - A facility which is capable of caring for a
minimally injured patient and is able through its medical staff
to stabilize patients with more severe injuries prior to transier
to a facility with higher care capability.

6£.2. Level IIT - (Intermediate) An institetion with
approximately %68 one hundred to 258 two hundred fifty beds which
has a clear commitment to excellence of trauma care. Transfer -
protocols in selected specialty areas are reguired.

£.3. Level II - (Advanced} An institutieon with
approximately 265 two hundred to 868 five hundred beds which
treats a-targe-vsiume-sf-meriously approximately three hundred
£ifty to six hundred urgent or severely injured patients per
yvear. _ : :

6.4, Level I -~ (Ccmprehensive trauma fzcility) A hospital
operating in a metropolitan area and experiencing approximately
six hundred to one thousand +i76866% admissions per year of :
seriocusly injured patients, or the treatment of approximately
EiIffy urgent and severely injured patients per year for each
surgeon Ltaking traums call.

Section 7. _Specific Etandards and Criteria for Designation of
Health (Cazre Facilities as Trauma Centers.

7.1. Basic Level Facility (No National Lewvel Designated)

Page 2




_..64 CBR 27

7.1.1. Care Capablility

A, The hospital and its medical and nursing staffs are
capable of treating and stabilizing patlients with:

1., Closed fractures
2. Soff tissue injurles with stabilized bleading
3. Multiple rib fractures without f£lail chest
4, Blunt abdominal trauma not producing hypotension
B. Regulred resocources and eguipment:
1. ¥~-Ray facilities with adeguate interpretation and

laboratory facilities, both awvailable 24 twenty four
hours a day

2. Regularly availlable physicians capable of caring for
the patient injurlies described in A. above

3. Experienced nurses available to care for and evaluate
such patilents

4. Available stored blood

5. Cut-down trays

6. Burgical suopplies for hemostasis and wound repair
7. Splints and slings

8. O=xygen supplies

9. Nasogastric tube setis

i..-.-l
o

Suctlion egulpment

4
-
l'

Parenteral fluids and infusion eguipment including
dextran or similar preoduct and blood administration
sets

12. Standard emergency drugs

13. &iretchers capable of Trendelenberg position

4. Blsctrocardioscope-—-graph-defibrillator eguipment

7.2. Level TIT Trauma Center {(Intermediate)

7.2.1. Care Capapility - The hospital and its madical,
nursing and administrative staffs are capable of treating and
stablilizing patients with most types of traumatic injuries.
available rescources include all fthese listed under "Basic Level
Pacility," plus the following:

Page
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Hospital organization:

Departments/divisions/services or sectieons which are
staffed by gualified physiclans:

a. Reguired:
{l1) General surgery

(2} Trauma service

B Recemmended/Besnireds

£33 Trzuma-serviee
Surgical specialities availability. On-call and
promptly available from inside or outside the
hospital. {May be fulfilled by residents capable of
assessing emergency situations in their respective
specilaliies and of providing any immediately indicated
treatment. When residents are used to fulfill avail-
ability reguirements, staff specialists ars to be
on~-call and premptly available for consultation.)
a. Required:

{1} General surgery specialists
b. Recommended/Desired:

{1) Ophthalmic surgery specialists

(2} Orthopedic surxgery specialists

{3} Otorhinolaryngologic surgery specialists

{4) Plastic and maxillefacial surgery specialists

(5} Thoracic surgery specialists

(6) Urcleogic surgery specialists

{7) Neurological surgery specialists

Non-surgical specialties availability: (May be
fulfilled by residents as befores specified}.

a. Reguired:
{1) Emergency medicine
{2} Anesthesia department (May be

physiclilan~directed program staffed by nurse
anesthetists.}

Page 5




€4 CSR 27

{3) Internal medicine
(4) Pathology
{53-Rediatrices

t&3-Radielogy

b. Recommended/Desired:

{1) Cardiclogy
{2) Hematology
{3) Hephrology

{4) pPediatrics

(5) Radiology

B. Special Ifacilities, resources and capabilities

1. Emergency department:

=

Personnel: (Reguizred;

{1} Designated medical director

{2) Physician(s) with special competence in the
care of the critically injured patient who
arg con duty in the emergency department 24
twenty four hours a day

{3} Registered nurses, licensed practical nurses
and nurses' aides in adeqguate numbers

Equipment for zresuscitation and to provide life
support for the critically oz sericusly injured
patient shall include, bBut neot be limited to the

following: (Requived}

{1) Airway control and ventilation egquipment,
including larvngoscopes and endotracheal
tubes of all sizes, bag-mask resuscitator,
sources of oxygen and mechanical ventilator

{2} Buction devices

(3} Electrocardiograph-scope-defibrillator

{4) Apparatus to estabiish monitor <central
venous pressure menitEering

(2} All standard intravencus fluids and admini-
stration devicas, including intravenous

Page &




Intensive

(%)

(7)

(23

(10}

{11)

(12}

.64 CSR 27

catheters

Sterile surglcal sets for procedures standard
for emergency departments, such as
thoracotomy, cut-down trays, etc.

Gastric lavage eguipment

Drugs and supplies necessary for emergency
care

Two-way radio linked with vehicles cf emer-
gency transport system and with essential
on-call physicians in-hespital

X-ray capabllity, 24 Ltwenty four hour
coverage by technicians

MAST garment {(Medical Anti-shock Trousers)
Skeletal tongs

care unit for trauma patients (May be

separate specialty units.):

=

Regulired:

{1}
(2}

(3)

(4}

{(5)

Designated madical directoerx

Physician on duty or immediately availablie
from inside the hospital

Nurse-patlient ratioc at 2 minimum of 1:2 on
each shift

Immediate accegs to clinical laboratory
services

Eguipment reguired:
{a) Airway control and wventilation devices

{p) Oxygen source with concentration
contrels

{c) Cardiac emergency cart

{d) Temporary transvenous patemaker

(e} Electrocardiocgraph-scope-defibrillatoz
(£} Mechanical ventilator-respirator

(g} Pulmonary function measuring device
{n} Temperature control devices (patient)

Page 7




64 CBR 27

(1) Pressure distribution egulpment
{j} Drugs, intravenous fluids and supplies

(k) Patient welghing devices

b, Recommended/Desired:

(1) Physician on dutv pr immediately avaliable
from inside the hospital

tx3 {2Z) Cardiac ocutput meonitering devices

t2+ (3} ERlectronic pressure monitoring devices
3y Patienk-weighing-deviees
(4) Intracranial pressure monitoring devices

Peostanesthetic recovery room {a surgical intensive
care unit is acceptable):

a. Reguired: .
{1) Registered nurses and other essential

personnel avallable 24 twentv-four hours a
day

{21 A-physiefar-{tusualiiy-an-aresthesiolegissl
prxeoviding-stupervisten-in-hospitai-Z4-kevrs-a
day

3y (23 App;oprigte menitoring and resuscitation
eguipment
Radioiogical-speciai-gapabitikiess
a2+ RecemmendedFDesixed:
{3 Angiography-sf-aii-types
4. Hemodialysis
a. Recommended/Desired:

{1} Acute hemodialysis capability or transfer
agreements in place

Qxganized Buzrn Care

2. Essential - Reguired

\ (1) Physician-directed burn center staffed by
nursing personnel frained in burn gare and

Page
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equipped prepexrly for care of the extensively
burned patient, or

ﬂ43§21 Transfer agreement with nearby buxrp genter or
hospital with a burn unit.

o 6. Acute Spinal Cord/Head Injury Management Capabilitwy
Al

- Essential - Reguireg

b (1) In cizrcumstances where a desjicnated spinal
cord indjury rehabilitation center exists in
the region, early transfer should be
considered; transfer agreements should bs ip
effect.

\f&JZJ Inh circumstances where a head injury center
exists in the redgion, transfer should be
considered ip selected patients; transfezx
agreements should be in effect.

]-—.l

Radiological Special Capabilities

o

- Recommended/Desired

{1) Angicgraphy of all fvpes

7~ 8. Rehabilitation Medicine
. &. _ Essential

ooy L3y Physician~directed rehabilitation
service staffed by nursing personnel
trained in rehabilitation care and
eguipped propexrly for cazre ©f the
critically il31 patient, or

{23 Transfier apggreemenyt when mediczally
feasible to a nearby rehabilitation
service.

C. Cperating suite specizl regulirements, eguipment and

instrumentation:
1. Reguired:

a. Thezrmal control eguipment for patients and blood
supplies

b. X-ray capability
c. Endoscopes, all wvarieties
d. Monitering eguipment

Z. Recommended/Desired:

Page 9
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a. Operating room adequately staffed and immediately
available 24 twenty-four hours a day
b. Craniotome
Clinical laboratory services - required 24 twenty-four

hours a day

1.

S.

Standard analysis of blood, urine

Blood typing and cress-matching

Coagulation studies capablility

Comprehensive blocod bank or access to a community

central blood bank and adeguate hospital storage

Blood gases and pH determinations

Er-Seram-and-urire-esmelialtity-determinatieons

- 6.

8-

Microbiology

brug-and-aicohois-creaning-{+Desired Recommendad

Recommenged /Desired

1.

p

Serum and urine csmolality determinations

Drug and alcochol screening

Programs for guality assurance -~ regquired

H+

|

»

P

\US]

o

P

T M

edieali-eaxe-evatuatieny-tnetudings

Orgapnized guality assurance prodram

Special audits for trauma deaths
Trauma morbidity and mortality reviews

Medical nursing audits, utilization review and tissue
review '

Medieai-reeexds Trauma registry review

Review of pre-hespital and zregionzl systems of traums
care {(desired o o '

Public education program {(recommended /desired)
a. Program({s} to cover inijury preventicn in the
home, in industry, on the highway and

cn athlietic fields. To include

Page 10




64 CSR 27

programs of standard £irst aid,
problems confronting the public,
medical profession and hospitals
regarding optimal care for the injured
patlent.

4 G. Trauma Research Program (desired)

H. Training Program (desired)

1. Formal programs in copitinning education provided
by hospital for:

a. Staff phvsicians
b. HNurses
c. Allied health personnel
d. Community physicians
7.3. Level TITI Trauma Center {Adwvanced)
7.3.1. Care Capability - The hospital and its medical,

nursing and administrative staffs are capable 0of treating and
stabilizing patients with all but the most serious or complicated
traumatic injuries. Resources Include all of those reguired
elements of basic and intermediate trauma facilities, plus the
following:

A, Hospital organization:

1. Departments/divisions/services or sections which are
staffed by gualified physicians:

a. Required:
{1) Neuroclcgic surgery
{2} Drthopedic surgery

{3} Trauma Servics

b. Recommended/Desired:
{1} Cardiothoracic surgery
{2} Obstetrics-gynecoclogic surgery

{3) Ophthalmic surgery

(4} ©ral surgery {dental)

{5) Otorhineclaryngologlc surgery
{6} Pediatric surgexy

Page 11
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{7) Plastic and maxillcocfacial surgery
{8) Urocloglc surgery

Surgical specialties availability: {Requirement may
be fulfilled by residents capable of assessing
emergency sltuations in their respective £fields and of
providing any immediately indicated treatment. When
rasidents azre used to fulfill availability reguire-
ments, staff specialists are to be on-call and
promptly avalilable for consultation.)

a. - Reguired:

(1) General surgery - in-hospital 24 fwentv-four
hours a day: (May be fulfiiled when local
conditions insure that the physician will be
in the emergency department at the time of
the patient's arrival.)

{23 Neurologic suvrgery —_2an attending
neurosurgeon must be prompitliy available and
dedicated to that bhospital's tfravmas service.
The in-house reguirement may be fulfilled by
an ipn-house npnenrosurgeon or surgeon {(or
physician in Level I1 facilities) who has
special competence, as Jjudged by the chief of
neyrosurgery, in the care of patients with
neural frauma, and who is gapable of
initiating measures directed towazrd
stabilizing the patient and initiating
diagnostic procsdures,

t2¥ (3) On-call and promptly available from inside cor
cutside the hospital:

{a) Ophthalmic surgery
{b}Y Orthopedic surgery
(=) Otérhinolaryngolcgic SuUrgery
(&) Plastic and maxillcgfacial surgery
{e} Thoracic surgery
(£} Urologlic surgery
£{§3 Neureslsgic-surgery
L. Recommended/Desired:
{1) On-call and prompitly avalilable from inside or

cutside the hospital:

Page 12
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3.

a.

ecial

{a)
{b)
(<)
(&)
(e)
(E)

Non-surgical specialties availability:
fulfilled by residents as specified previously.)}

Reguired:

{1) In hospital twentv-four hours a dayv:

64 CSR 27
Cardiac surgery
Microsurgical capablilities
Gynecologic surgery
Pediatric surgery
Hand sturgery

Oral surgery (dental)

+33 (3}

+2+ (b} Anesthesiology (may be physicizn

BEmergency medicine

directed program staffed by nurse

anesthetist).

(May be

{2) On-call and promptly avallable from inside
cutside the hospital:

T (a)
{b)
(c)
4y
(e)
(£

Cardiology
Hematology
Nephrology

Pathology

Pediatrics

Radiology

Recommended/Desired

{1} On-call and promptly avallabla

outside the hospital:

(a?
{b)
ted
t8+ (¢}
ted (41

Gastroenterology
Infectiocus disease
Pulmenary-&isease
Psychiastry

Chest medicine

facilitlies, resources and capabilitles:

from inside

Page
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Emerdency department: 2As before under Level III
Intensive care unit(si:

a. Reguired: -

{1} Physician on duty jin ICU twentv-four hours a
day or immediately from in-hogpital

£¥+ (2) Cardiac output monitoring device

t2+ {(3) Electronic pressure monitering device
£33+ (4) Patient welighing devices

+4+ {5} Intracranial pressure monitoring devices

Postanesthetic recovery room: As beifore under level
ITrI.

Hemodialysis capability: Recommended/Desired
Radiclecgical special capablilities:
a. Reguired:

{1} Angiography capability

(2} In-hospital computerized tomography {or
eguivalent), with ftechnicians

b. Recommended,/Desired:
(1) Sonography
{2) Nuclear scanning

£33 In-hospital-seomputarizad-kemaqraphy-{or
eguivatentryr-~with-technietanss

Rehablilitation Medicine: Remommeaded/Besired
(Essential-Reguired)

C._ _Operating suite special reguirements, eguipment and
instrumentation:

-
L.

Reguired:

a. Operating room adeguaiely staffed and immediately
available 24 twenty-four hcours z day

b. Craniotome

Recommended/Desired:
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a. Cardlopulmonary bypass pump-oxygenater capability

b. Operating microscope
D. Clinical laboratory services: As before under Level IIT
1. Required:
a. Drug and alcohol screening
E. Proegrams-£or Quality assurance: Same gs Level III
l. Medigal-eare-evaldatien Trauma conference,
muitidisciplinary, requized
a+ Reguired-

{1) F. Public education programs to cover injury prevention in
the home, in industry, on the highway and on athletic
fields., To include programs of standard first aid,
problems confrenting the public, medical profession and
hespitals regarding optimal care for the injured patient.
+2+ Teauma-conference;-mulkidissiplinary

br Recommended/Besired

¢x5-G. Dutreach program with telephone and on-site consul-
tations with physicians ©f the community and ocutliying
areas - .

Fr H. Training program: Regulired

1. Formal program in continuing education provided by the
hospital £for:
a. Staff physicians
b. Nurses
c. 2llied health personnel
d. Community physicians
I. Trauma Researcn Program {desired) .
T.4, Level J Trzuma Center (Comprehensive)
T.4.1. Care Capability - The hospital and its medical,

nursing and administrative staffis are gapable ¢f treating and
stabilizing patients with all types of trauma within the
existing state 0f the art technology and knowledge. The
facllity or center operates zs.a dedlicated Lrauvma service with
&1l of the resources and capabllities afforded to the other
national Level I {(Ccomprehensive} trauma centers acroess the

nation.
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The resourceg available to the comprehensive trauma
facility include all of those previcusly listed as required for
“Basic," "Intermediate" and “"Advanced" trauma faclllities, plus
the following:

A,

1.

Hospital organizatlion:

Regquired departments/divisions/services or sections
which are staffed by gualified physicians:

ar Fravma-sexvics

a. Cardicthoracic surgery service

b. Ophthalmic surgery service

C. Otorhinclaryngologic surgery service

d. Pediatric surgery service

e. Plastic and maxillofacial surgery service
E. Urologic suxgery service

Syurgieai-speeiatties-avaiiakiiitys--{tIn-hespital
Zd-—-heurs-a-day-or-resident-coverage-as-beferey

arT Senerxzi-surgery-spesiaiists

b Neuroleogie~anrgery-speciatistst——-{This
raguirement-may-be-€fuifiiief-by-tn-hespitaz
neuresurgeoans-or-an-itn-hespikat-surgeen-with
speeiat-eempetence-~in-the-gare-~of-patients-wikh
nerveous-sytemsa-Eraumary-as-Judged-by-the~-chief-of
tEhe-pneurosurgieatl-servieeyand-whe-is-ecapable-ef
inttiating-measures—~direected-toward-stabilizing
the-patient-and-inittiating-neursiegic~-diagnestia
preceduress-—An-attending-neuresurgesn-musk-be
prompiiv-avatiabte~-and-dedicnkad-ke-Ehat
hospitalis-trauma-servicec}

2. Surgical specialities availability: (On-call and
promptly availiable from inside or ocutside the
hospital}

a. Reguired:
{1) cCardiac surgery specialist
{2} Microsurgery capabilities

(3) Gyneccloglic surgery specialist

{4) Pediatric surgery speclalist
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{5) Hand surgery speclalist

{6) Oral surgery (dental) specialist

4= 3. Non-surgical specialities avalilability: (Resident
services as previously indicated for Levels II and
I1I)
a. Reguired:

{1y Anesthesisiegy
23 (1) Gastroentercology
£2Y {2) Infectious disease
£43+ (3) Nephrology
{83 (4) Puimonmry Sisease Chest medicine
+6% {5} Psychiatry
+73 Emergeney-medieine
b. Recommended /Desired:
{1} JMNeuroradiolcgy
B. Special facilities; resouzces and capablilities:
1. Emergency department - As before £or Level II

2. Intensive care unit(s): As before fozr Level II

a< Reguireds
{1} Physiciarp-sn-Suty-in-intensive-care-unit-24
Esgrs-a-day-cr-immediateiy-avatiabie-£rem-in
hoaspikal -

{2y EIntracranial-mpressuze-menttezing-deviees

3. Postanesthetic recovery room: {Surgical intensive
care unit is acceptable} - As bhefcre for Level II
4. HBemodialysis capability reqguired
5. Radiological speclal capabilities:
a. Reguired:

{1} Sonography
{2} Nuclear scanning
{3) Computerized tomography or egulvalent 24-
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twenty-£four hours a day avallability.

6. Rehabilitatlion medicine - Reguired

C. Operating suite special requirements, eguipment and
instrumentation:

1. Cardiopulmeonary bypass pump-eXygenater-ex-transfex
agreement-teo-apprepriake-£faeiiiky--Required capability

2. Operating microscope - Reguired

lv)

Clinical laboratocry services: As before for Level II
E. Programs for guality assurance - Reguired:

1. Trauma-cenferencer-muttidiseipiinax=y Review of
pre—hospital and regional systems of Lrauma care

2<F, Outreach program with telephone and on-site consultation
with physicians ©of the communify and outlying areas -
Regquireg

3+ TPhe-guaiificationas-sf-Eraumaz-eare-personnez-are
speeified-in-writing-bBy-the-appifecabie-depaxtmernt

F=G. Trauma research program: Regulred
1. A defined and documented program for the study of the
varicus aspects of trazuma treatment, diagnosis,

management and patient response must be provided,

Section 8. Netification and Site Visit Process

8.1. The designation of health care facilities providing
emergency or critical trauma care services to patients in this
state shall be accomplished in a manner consistent with mutual
cooperation of the facility toc be evaluated and the agency
performing or causing to be performed the site visit intended to
cbtain the necessary facts and information to facilitate such
designation.

8.24. The evaluation process shall only address the
resources, eguipment, care capability and commiftment for trauma
care on the part of the institution and its medical, nursing and
administrative staffs, as recommended by the West Virginia
Categorization Committee and published by the West Virginia
department of health cffice of emergency medical services.

8.3. HNotification of Intention to Perform a Site Visit -
The regional emergency medical services agency through 1ts board
of directors shall notify in writing each health care institution
within the emergency medical services reglonal borders that a
site visit by quallfied physicians and others is to bhe
accompl ished upon acceptance in writing of such site wvisit by the
health care facility, institution, clinic, center, unit or
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hospital.

8.4. The site visit team as selected by the regional
emergency medical services board of directors and approved by the
West Virginia department of health shall include specialists in
the care of traumatized patients and if necessary, other medical
specialists, as well as others appointed by the bozard of
directors to assist in the site visit process.

§.5. Each facility to be visited shall be provided a copy
of this rule as well as a copy of the evaluation form or forms to
be used by the site visit team, such copies to be provided free
of charge by the regional emergency medical services agency
involved.

4.6, The hospital and its medical staff shall appoint
appropriate individuals to accompany the site wvisit team and
provide access to the various clinical and administrative aresas
of the hospital during the site visit.

8.7. Patlent confidentliality will be maintained
throughout the process and names or other patient identifying
information shall not be published ox recorded in any form by the
site visit team. Review of patient records by physician members
¢f the team shall be permitted e#ven though the physicilans may not
be members of the hospltal medical staff. The hospital may
reguire that one of their medical stzaff or medical records
perscnnel accompany the site visit team physiclan or physicians
during review cf patient records.

8.8. The site visit team leader, previously appointed by
the regional emesrgency medical services board of directors, shall
review the results of the survey prior to departing the hospital
or facllity in order to give the hospital administrztor and the
medical staff representative a preliminary judgment as to the
level of trauma care determined. Such verbal reports shall not
be interpreted as £inal, but shall be used to allow the hospital
angd 1lts medical staff the opportunity of preparing a response
upon officlal neotification and to allow the re-evaluation of
specific areas by the site vislt feam leader or his
representative{s) if sighificant changes are made prior to
submission of the results of the site wvisit Lo the regional
emergency medical services board of directors.

8.9. The reglonal emergency medical services board of
dizectors may delegake tc iis critlical care committee and the
regional emergency medical services medical director the
authority to carry out the entirxe site visit process, but the
ultimate responsibility for the actions of the critical care
committee and emergency medical services medical director remains
with the regional emergency medical services board of directors.

§.10. The regional emergency medical services board of
directors or~iis designee shall prepare a report indicating the
findings of the site wvislt team and recommend tc the West
Virginia department of health office cf emergency medical
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services the levels of trauma care capability for each health
care facility, institutlion, clinic, center, unit or hospital so
evaluated. & copy of the final recommendations related to each
facility shall be sent to each facility individually with no
reference to the findings on other facilities included in such
report. The report to the state vffice 0of emergency medical
services shall be prepared in matrix form showing the name of
each facility in the left hand cclumn and the level of care
capability in rows across the top of the page. In addition, the
report to the state c¢ffice shall contain the names of the
individuals participating in the site visits and any other
pertinant comments related toc the acceptance of the verbal report
by the hospital administrative or medical personnel.

8.11. Upon receipt of the recommendations from the
regional emergency medical sexrvices board of directors, the state
office of emergency medical services shall prepare a letter of
provisiconal designation to each facility. Such designation shall
be limited to trauma care capability and shall net be interpreted
as implying total facility care capability or expertise in other
areas of health care.

Section 9. Designation Process

9.1. The West Virginlia department of health shall have
the power to designate health care facilifties in the state which
meet or exceed the standards and criteria listed herein as
"Basic," "Intermediate," "Advanced" cr "Comprehensive" trauma
facilitles, units oz centers. Such designation will be provided
in writing by the director of the department of health upon
determination that the appropriate standards and criteria have
been mei or exceeded by a health care facility.

$.2. The initial review of a particular health care
facility will be accomplished by reglonal emergency medical
service agencles utilizing the standards and criteria listed in
this rule and performed in accordance with the mechanisms
outlined in Sections % and 6 o0f £kese this rules. o

9.2,  Upecn review and recommendaticon of the board of
directors of the regional emergency medical services agency, or
their designated body, the proposed level of designation will be
submitted to. the West Virginia department of health, cffice of
emergency medical services for review and actien.

S.4. The directar of the West Virginia department of
health shall issue a provisional designation to the health care
facility upon determination that the information submitted by the
regiconal emergency medical services agency is in order and
reflects compliance with this rule.

§9.5. -Upon granting the provisicnal designation, the
dizrzecter or his designee may enlist the assistance of ocutside
reviewers to perfcrm a site visit at the health care facility in
order to confirm the original findings. If cutside reviewers are
not utilized, the direcktor or his designee will perform such site
visits accompanied by specialists and others recruited from West
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Virginia licensed physicians practicing critical care medicine in
the specialty or subspecialty related to trauma care.

9.6. Upon verificatien that the health care facility has
met the appropriate criteria and standards, an cfficial letter of
designation will be forwarded to the hespital administrator by
the director of the West Virginia department of health.

8.7. Should the regional emergency medical service agency
refuse or be unable to provide The initial evaluation through
their own resources or from outside consultants, the director
shall arrange for such initial appraisal of the institution or
institutions in guestion.

9.8. In areas of the state where the most likely
institution for trauma care refuses to aliow site wvisits by the
regional emergency medical services agency or the designees of
the West Virginia department of health, and, where no other
appropriate institution is located within a reasonable distance,
the director of the West Virginia department of health or his
designee may enter such faclility in order to accumulate the
necessary infeoermation to evaluate the institution's trauma care
capability, but no official designation will be made. The level
cf trauma care capabllity may be provided to the public and emer-
gency ambulance sguads in order to facilitate proper
transportation to the most approprliate faclility for the care of a
particular type of injury.

9.%. MNo Institution, health care facility, unit, center
or hospital shall hold itself ocut to be a trauma center, uniit or-
facility until such time as a designation level is assigned by
the director of the West Virginia department of health. Any
public advertisement or claim of such trauma care capability on
the part of a health care facility prior to receiving the
appropriate designation may result in civil proceedings against
such institution.

9.10. Any institution, health care facility, unit, center
or hospital having received a designation as a trauma center,
unit or facility from the West Virginia gepartment of health
shall be exempted from the antitrust laws of this state
pertaining to antitrust actions brought as a result of such de-
signation by an individual, individuals, corporation,
partnershlip, other health care institution, or governmental
agency.

Segtion 10. Review or audiit of Desiqgnated Paclilities

10.1, The director of the West Virginia department of
health or his designee shall have the power to periodically
review or cause to be rev1ewed the trauma care capability of a
previously designated health care facility. Such review or audit
may include a3 site wvisit or wisits to the institution in order teo
verify that the original standards and criteria are still in
place. Such audit or review may be performed at the discretion
of the director of the West Virginia department of health, but in
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no case more freguently than annually and with the time and date
of such site visit being mutually agreed upon by the official
spokesperson cf the institution and the director of health.

'10.2. The director may authorize qualified individuals
outside state government to perform such site visits.

10.3. Should such site visit audlt result in a zeport
indicating less than acceptable levels of care capability as
indicated by the standards and criterias listed herein, the
institution may be dedesignated at & lower level until such time
as reqguired toc meet the standards and criteria of the previous
designation level. _

10.4. A health care facility recelving notification from
the department of health of its intention te lower the
designation level shall be given the opportunity to responé in
writing within ten working days upon receipt of such neotification
of dedesignation. Such response shall contain the reasons for
recommending that no change in designation bz made. The director
of the department of health may revoke the notice cof dedesig-
nation based upon factual information provided by the facility
that substantially alters the results of the site visit.

Section 1i1. Combined Heospital Designation of Trauma Centers

11.1. General - Due to limitations in particular areas cof
trauma care in basically similar hospitals lccated in a
community, there is a need to recognize the combined capabilities
of these hospitals in the designation process.

.2. Regulrements - Two or more hospitals within a
particular community which share a common physician attending
staff and which would be eligible for a certain designation if
the resources of each of the hosplitals were to be combined in a
trauma care plan, may be individually designated at the combined
leavel. In order to gualify for a combined trauma center desig-
nation the following reguirements must be met.

11.2.1. A current {annual) written plan of trauma patient
care must bes avallable and endorsed by each hospital.

11.2.2. 8pecific care capabililities for all majer injury
types must be addressed and the plan must indicate the rescurces
available for treatment of these major injuries, including
personnel, eguipment and facilities.

11.2.3. BSpecific triage protocols {based upon types of
injury) must be provided in writing and endorsed by each
participating hospital. The medical command center must accept
these protocols and £ocllow the triage pattarns in directing
patlient flow.

11.2.4., The participating hospitals must address each of
the standards for designation and must as a combined effori, mest
the standards upon which designation is based. All facilities
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may then be designated at that particular level although

separately none of the facilities would be capable of meeting all
cf the standards for such level of care,.

11.3. Mipimum Care Capabllities - Each facility
participating in a combined designation process must meet certain
minimum standards in order to be eligible for such combined
designation.

11.3.1. Each facility participating in a combinsd
designation process must be capable of meeting all of the

reguired/essential standards of a Level III (Intermediate) trauma
center.

11.3.2. Each facility must meet the following Level II
standards individually in order to gualify for combined
designation as Level II:

A, All of the standards listed under "Hospital organization™®
as listed under Section 7.2.1., A., of these this rules-
and reguiakiens.

B. all standards listed under "Special
facllities/resources/capabilities" as listed under Section
7.3.1, B., of these this rules~+ arnd-r*egutatiensv

C. All standards listed under "Operating suite special
requirements” as listed under Section 7.3.1.,C., of these
this rules. anéd-xegulatienss

11.4. (Combined Designation as Level I {Comprehensive)
Trauma Center - Each facility must meet as a minimum all of the
minimum care capabilities as listed under Section 11.3. above,
and in addition, must individually meet the following standards:

11.4.1., All standards under "Specilal
facilities/resocurces/capabilities,™ Section 7.4.1.,8B.

11.4.2. All standards under "Program for guallity
assuxrance," Section 7.4.1., B.

11,50 Shared Resgurces - Other than those regulrements
listed above under 11.4, and 11.5,, all ¢ther human resouXxges,

specialists, eguipment or facilities may be located in one cxr the
other hespital.

11.6. Restrictions - If only a single hospital within a
community meets all of the standards of a Level II or above
trauma center, then only that hospital may be the designated
trauma center for that community or area. All other hospitals
apprecaching Level II, but not meeting all of the standards as
reguired herein for Level II designation shall not be eligible
for combined designation as Level II trauma centers.

Section 12. Proposal Method and Review Process
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12.1. In those cases where it is impractical or when one
or more gqualified hospitals in a community insists upon
designation of the trauma center through the proposal process
rather than the method of combined or single designation as
previously described, each hospital will be given the opportunity
to present a written proposal stating the qualifications of that
nespital that would indicate the rescurces, personnel, egulpment
and facilities necessary for designation at a particular level.
Standard forms for this purpose will be supplied by the West
Virginia department of health upon request. Upon receipt of the
completed forms from all participating hospitals, the emergency
medical services regional board of directors will submit the
entire group of proposals to the West Virginia department of
health, office of emergency medical services feor review and
processing.

12.2. Submission of Proposals — Each hospital
participating in the proposal process within an emergency medical
services region will submit the completed fozms to the regional
emergency medical services board of directors for review as to
completeness and proper preparation. The regicnal emergency
medical services beoard will make no Jjudgements or decisions
regarding the individual proposals, but will provide appropriate
written comments as to the compatibility of the proposals with
the regional trauma care strategy. Upon receipt and review of a
proposal that is found tc be incerrectly prepared or 1is
incomplete, the regional emergency medical services board shall
return such proposal to the respective hospital for corrections.

12.2. The director of the West Virginia department of
health, or his designee, will appoint a site visit team composed
of physicians and others familiar with trauma center designation
principles to visit each facility submitting a proposal within a
West Virginia emergency medical service region In order to
ascertain the validity cf the individual proposals and make
recommendations regarding the findings of the site visit to the
directer of health.

12.4. Upon zeceipt of the site visit reports, the
proposal and findings of the site visit team will be evaluated by
the director or his designee and outside consultants if
necessary, in order to determine which facility, i1f any, will be
designated as the trauma center.

12.5. Written confirmation of the receipt cf zll
materials submitted will be sent to esach hospital participating
in the proposal process,

172.%6. Upon review of the submitted proposals, the
director may elect te follow any of the following acticons:

12.56.1. Selection of cne faclliity to be designated as tThe
Lrauma center. ; - -

12.6.2. Submit materials or portions of the proposal bhack
to & hospital to obtain additional information or to properly
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complete the proposal.
12.6.3. Arrange for an additional site visit at one or
more hospitals to veriify previous findings or to evaluate

additional resopurces.

12.6.4, Make a determination that none of the proposals
meeset the requirements foxr any level of designation.

12.6.5. Recommend that two or more facilities request
combined deslignation.

Section 13. Appeal Mechanism

13.1. Upon receipt of ocfficial designation action, a
health care facility may appeal the designation through the
following mechanism:

13.1.1. The facility may reguest a re-evaluation o0f any
specific areas by the original site visit team. Should this
review remain unchanged ané the hospital continue to disagree
with any part of the site visit team's findings, the hospital may
reguest review and recommendations by the state critical care
cemmittee.

13.1.2. A reguest for re-evaluation may be made at any
time within tThirty 383+ working days of receipt of the notice of
provisional @esignation from the director by any participating
hospital. Reguests may be made for re-svaluation at any future
time that the hospital administration feels that the level of
care has been changed due to improvements, additions or deletions
from conditions orf resources existing at the time of the original
or subseguent site visits.

13.1.3. Reguests for re-evaluation must include the
specific area or areas of concern on the part of the facility and
must include those facts or facteors which would significantly
affaect the level of care previcusly designated.

13.1.4. A reguesit to the state categorization committee
for review cf a site visit evaluation which has been acted upon
by the regional and state critical care commiitees will be acted
upon by the West Virginia categorization commitfee within three
£33 months of such reguest on the part of a hospital. This
action constitutes the programmatic appeals mechanism and will
only be utilized when an agreement cannoct be reached betwsen the
hospital and the critical care committees. —

13.1.5. The West Virginia categorization commitiee may
follow one of several alerhatives in reaching a decision:

13.1.5.1. appointment of a special site visit feam,
approved by the director, to review the orlginal report zand
perfrom an additional evaluation of specific areas of concern andé
report the findings to the state categorization committee for
action. '
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13.1.5.2. Refer the reguest to the criginal critical care
commititee for review and re-evaluation with speacific
recommendations as te the action to be taken.

13.2.5.3., Alter the level cof care capability previously
reported based upon results of the site visit, additional
information recelved from the hospital and make appreopriate
recommendations to the department of health regarding designaticn
level. ' '

13.1.5.4. Reaffirm the re-evaluation recommended
designation level as made by the critical care committees.

13.1.5.5.. Regardless of the alternative methocd chosen by
the state categorization committee, the hospital will be informed
by letter from the chairperscn of the committee as to the action
taken and/or final declision.

Section 14. Administrative Due Process - Those persons adversely
effected by the enforcement cof this rule desiring a contested
case hearing to determine any rights, duties, interests or
privileges shall dc so in a manner prescribed in Rules of
Erocedure for Contested Case Hearingg and Peclaratory Rulings,
West Virginla Department of Health Procedural Rules, Series-is
583 £4 CSR 1. The aforementioned procedural rules are Ilncorpor-
ated by reference.

Section 13%. Severability - If any provisions of this rule or the
application thereof to any person or circumstance shalil be held
invalid, such invalidity shall not affect the provisions ocr the
applicaticn of this rule which can be given effect without the
invalid preovisions or application, and to this end the provisions
of this rule are declared te be severable,
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Proposed Rules T -
Public Comments Received e T 1020
Discussion and Response RREE B
Title: Trauma Center or Facility Designaticn, Wesﬁ“Viféiﬁié

Department cf Health Legislative Rules, £4 CSR 27.

A public hearing regarding this rule was held on August 24,
1887, and was attended by B. M. Atkinson, M.D., Diane Rogers and
George Rider c¢f 5t. Joseph's Hospital; BEileen AlexXander, R.N.,
WVU Hospital; Alice Vautier and Karen Daniels, Cabell-Huntington
Hospital; Paul M. James, Jr., M.D., and Betty Sargus, Chioc Valley
Medical Center; and Judith Keagy, CAMC., Comments were received
by mail Erxom James W. Kessel, M.D., CAMC; Bruce Carter,
President, United Hospital Center; 2. G. HNazzaro, aAdministrator,
Wheeling Hospital; and Paul ¥. James, Jr., M.D., Chic Valley
Medical Center.

{1) Comment (Mr. Carter, United Hospital Centexr): United
Hospital Center wishes the record to reflect its strong
support for the proposed legislative rules related to Trzuma
Center or Facility Designation.

{2} Comment (Mr. Nazzaro, Wheeling Hospital}: Section &£.3. I
do not feel a Level II should be reguired to do a specific
numiber of cases. In West Virginia, a facility may meet all
reguiremenits but still net do the number proposed because of
the limiteé numbers available. I would instead suggest we
concentrate on making designation dependent cn the
successful outcome of cases treated rather than the number
of cases treated.

Response: The number of cases is not a standard - it is a
recommended case lcad. The recommended numbers of cases for
gach frauma surgeon iIn a Level I or a Level II center is 50
per year.

Propecsed: No change.

{3) Ccmment {(Mr. Nazzarg, Wheeling Hospital): Section 7.3.1.
A.2a{2). It is not realistic te require an in-house
neurcsurgeon given the limited number available in West
Virginia. HNeurosurgery reguirements should be fulfilled
when local conditions insure & neurosurxgeon will always he
promptly avallable.

Raesponse: An in-hospital neuaresuzrgeon 1s not reguired. A
physician designated by the chief of neurosurgery meets ILhe
reguirements as stated in the regulations.




(43}

(5)

{(5) .

Proposed: No change.

Comment (Dr. Kessel, CAMC}: Section 7.3.31.A.3a{(l)(b) - 1
wish to have clarification of the regquirement for 24-hour
in-house anesthesiclogist for Level II designation. It was
my understanding that in-house CRNA wlth prompt availability
of the anesthesiclogist was satisfactory. I alsc was under
the impressicon that the same reguirement fcr a Level I
designation was satisfactory. The current WV Level I
program satisfies the MD parf of the requirement, I suspect,
by use of resident physicians who, by definition, are not
fully trained or gualified. I £ail to see very much
distinction between the care capability of a hospital
starting a case with an experienced CRNA vs. & PCGY 1 MD., In
either case the prompt availability ocf a fully trained
anesthesiologist is assured.

Response: This provision was inadvertently omitted from
this section. Language should be added.

Proposed: (b} Anesthesiclogy (may be phvsician directed
program staffed by nurse snesthetist).

Comment {Dr. Atkinscon, 5t. Joseph's Hospital and Mr.
Nazzaro, Wheeling Hospital): Secticen 7.2.1.B.2a{i) -
Commentors questioned the reguirement that a physician be on
duty in ICU 24 hours a day or immediately available from in-
hospital. They fe2lt that promptly available from in or
cutside the hospital is more reasonable.

Response: This national standard is important and should
not be relaxed. -

Proposed: No change.

Comment {Mr. Nazzaro, Wheeling Hospital}: Secticn 7.3.1.
B.5a(2). The reguirement for in-house computerized
tomography should be either recommended or promptly
available on cwall. In-house, 24-hour capability should not
be reqguired.

Response: This national standardé 1s important and should
not be relaxed.

Proposed: Ho change.

Comment {Mr. Nazzaro, Wheelling Hospital): Section 7.3.1.
B.6. Rehablilitation medicine should be desired but not
reguired. Ancther alternative, 1f rehabilitation medicine
is not avallable, would be to require a transfer agreement
with ancother f£acility having this capabillity.

2
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Response: Transfer agreements are acceptable,

Propecsed: No change.

Comment {Ms. Alexander, WVU Heospital): 1In gsneral, we
support the language of the proposed rule. However, we
would suggesit additional clarification in Section 8.4. It

is our view that the site visit team composition is not
clearly encugh defined as to the number, gualifications and
mix of health care professionals to be included. Lack of a
clear definition of the site team membership could
potentially raise legal questions on the fairness and
consistency of the review process.

Comment {Dr. James, Ohio Valley Medical Center): It worries
me that in-state physicians not entirely up-to-date in the
trauma field might be the persons doing the inspection and
guality assurances. '

Response: The Department has entered into an agreement with
the West Virginia Cocllege of Surgeons, Commiitee on Trauma
to perform site visits. 1In addition, Doctor Walt Moran has
been asked to participate in all site visits of Level I and
Level ITI facilities. PFunding for out-cf-state teams is not
avalilable,

Proposed: No change.

Comment (Mr. Nazzaro, Wheeling Hospital): Under the fiscal
note for the proposed rules, neo economic impacht on the
public or state government is noted. Hospitals cannot
implement the increased reguirements without significant
cost increases which must be passed on to the public and
government. There will be definite cost increasss to
provide 24-hour, in-house physicians and CT technicians,
pius provide rehablilitation services.

Response: There is no zeguirement for a hospital to zegquest
designation or Eor the State to designate & hospital L1f the
facility 2does not have the resources available to meet the
reguirements.

Proposad: No change.




Comments Received By Mail
Regarding Proposed
Amendments to Trauma Center

or Facility Designation

James., W. Kessel, M.D.
CAMC

Bruce Carter, President
United Hospital Centerx

S. G. Nazzaro, Administrator
Wheeling Hospital

Paul M. James, Jr., M.D.
Ohlio Valley Medical Center
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West Virginia University Hospitals, Inc.
Office of the President

WEST VIRGINTA UNIVERSITY HOSPITALS, INC,
Comments On

Proposed Rules for Traumas Center or Facility Designation

West Virginia University Hospitals, Inc., is pleased to have the
opportunity to comment on the Department of Health's proposed legislative
rules on Trauma Center or Facility Designation.

In general, we support the language of the proposed rule. However,
we would suggest additional clarification in Section 8.4, It is our view
that the site visit team compositicn is not clearly enough defined as to
the number, gqualifications and mix of health care professionals to be
included., Lack of a clear definition of the site team membership could

potentially razise legal gquestions on the fairness and consistency of the
review process,

We appreciate the opportunity to provide this brief comment.

?\-‘fedica_I_Cemf{r Box 6401*Morgantown, WY 26506-6401304-293-7075




CHARLESTON AREA MEDICAL CENTER

1210 Elmwood Avenue = P, O, Box 1547
Charleston, West Virginia 25328 «

august 19, 1887

Department of Health
Regulatery Development Section
P & ¢ Building, Reoom 7
2019 washington Strest,

E.

Charleston, WV 23305

RULE TITLE: Trauma Center or Facility Designation
CSB TITLE & SIRILCS: &4 CSR 27 TYPE: Legislative
Ppublic Hearing - Written - Rugust 24, 1887

Dear Sirs:
I wish to have clarificatiorn ¢f the reguirement

J4-heour in-house Anesthesiclogist for Lavel IZ

Iz wac m7 understanding that in-house CRNA with

for
designaticn.
prompt

availability of the anesthesiologist was satisfactory.

T also was under the impression that the same require-
ment for a Level I designation was satisfactory. The current
W.V, Level T programs satisfies the MD part cf the reguire-
ment, I susnect, by use of Resident Physicians whom by defi-
nitich ara ndts TUllv trained or gualified. I fail to see
very wuch distincticn between the care capability of a hos-
pital starting a case with an experienced CRNA vs. a PGV %

MD. Tn either case the prompt availabiiity cf a fully
rrainsd anssthesiologist is assursad.
Thank vou very much for your time and attention.
Sinceraly,
& .
RECEINVED
James W. Kessesl, M.D,
fSryantoy, [ mata] = Tekrs
Director, Trauma S2rvices QUGEJ_?ES/
TLIW F -
JWR /L2 RIGULATIZY DEVELHL0
-c:  Phillip H. Goodwin SECEDe
Exocutive Vice President )
Judith ¢. Xeagy ‘
rsgsaciate Administrator

Al -
-

.
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RECEIVED

AUG1 9 1587 Paul M. James, Jr., M.D., FACS
Director
RIGLLATOD? DEYSLLAN. 304-234-8852
SECHON 304-234-0123 -

TRAUMA SERVICE

August 14, 1987

Ms. Kay Howard

Director cof Regulatory Development Section
Department of Health

1800 Washington Street East

Charleston, WV 25305

Dear Ms. Boward:

I would like to submit the following questions for the public
hearing on August 24, 1987, regarding Trauma Center or facility
designation. What will the means of Iinvoking penalties or
putting a stop to self designation as many hospitals have done?
Will the new rules make us competitive with the Trauma Centers

in the surrounding states? Allegheny General's Level I is quite
close to us as is Chio State University's Level I Trauma Center.
Are there going to be in-state or out-state traume surgeocns

and teams picked to do this? Who will de the picking and what
credentials will be used to establish their neutrality and exper-
tise? 1In my survey of the sState as a member of the American Asso-
ciation for the Surgery of Trauma, which at present I am the only
member of this national Trauma organization in the state it

£he quallty assurance. I would wonder if out-of-state evaluators
would be planned as was the Pennsylvania experience. Finally, is
there a possibility of forming a private, nonprcfit cerporation to
manage designation as was done in Pennsylvaﬁla and develop a Trauma
System as welW as a group of Trauma Centers across the state?

Thank you for rece*v1ng these questions, I hope you will have some
interesting answers for us at the meeting.

Sincerely,

2D

Paul M. James Jr.,
Director of Trauma
Ohio Valley Medical Center
Clinical Professor

West Virginia University

Ohio Valley Medical Center, Inc.

2000 Eaoff Street Wheeling, West Virginia 26003




co: Kay Howard

United Hospital Center

Clarkk=sbuarg, VWe=st Virgini=

angust 18, 1987

8/24/87

diw

RECEIVED

David K. Heydinger, M. D. AUGZ 5 1887
Director, Department of Health g ,
Regulatory Development Section , Riatiatopy DEVELCDK. ooy

P & G Building, Room 7 SECTIGN
2019 Washington Street, E.
Charleston, WV 25305

RE: Proposed Rules for Trauma Center or Pacility
Designation

DCear Doctor Eevdinger:

United Hospital Center wishes the record to reflect
its strong support for the proposed lesgislative rules
related to Trauma Center or Facility Designation (CH.
16, Aart., 1, Sec. 7{4), Series 27), a hearing £for
which is scheduled on Monday, August 24, 1987.

Thank vou for the cppeortunity to respeond to thase
proposed changes. . )

Sincerely,

R ot

Bruce C. Carter
President

BCC:im

P O Box 16890, Jarksburg, W. Va. 26301




- MEDICAL PARK WHE?LEVNG. WEST VIRGINIA 26003 - (304) 243-3000
SKILL, SERVICE, HOPE AND LOVE

WHEELING B
HOSPITAL RECEIVED

August 21, 1987 AUG2 51387

Department of Health SECTION
Regulatory Development Section

P & G Building, Room 7

2019 Washington Strest, East

Charlesten, West Virginia 23305

Gentlemen: ™~

I am writing to cowmment on the proposed rule changes for Trauma
Center or Facility Designation.

Although I realize the proposed changes are consistent with
recommendations of the American College of Surgeons, I have serious
reservations. as to if they truly serzve the interests of ocur citizen.
Cur regulations already allow designation of a basic-level facility
for which neo national level designation exists because of the
particular needs in our State. I believe some of the changes proposed
should not bz adopted as they to0 do not meet our State needs.

In particular, I would suggest the following changes not be made:

1. Segtion 6.3

I do not fesl a Level II should bz requived to de 2 specific
number of cases. In West Virginia, a facility may meet all
requirements but still not do the number proposed becazuse of the
limited numbers availzble. I would instead suggest we concentrats
on making designation dependent on the successful outcome of '
cases trsated rather than the number of cases tresated.

2. Sectiom 7.3.1, AZa(2)

Ir is not rezlistic teo reguire an In-house neurosurgeon given
the limited number available in West Virginia. Neurosurgery
requirements should be fulfilled when local conditioms insure a
neurosurgeon will zlways be promptly available.

3. Sectisu 7.3.1, Bz2a(l)

Ir is not realistic to reguire a physician in ICU 24 hours
a day or immediately available from in hospitdl. Again, promptly
available if needed from in or cutside the hospiral is wmore
reasonable.
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&, Section 7.3.1, BSa(Z)

The requirement for in-house computerized tomography should
be either recommended or promptly available on czll In-house,
24-hour capability should not be required.

5, Secticn 7.3.1, Bb

Rehabilitation medicine should be desired but not reguired.
Another zlternative, if rehabilitetion medicine is not available,
would be to reguire a transfer agreement with another facility
having this capability.

Under the fiscal note for the proposed rules, no economic lmpact
on the public or statse government is noted. Hospitals cannot
implement the increased requirements without significant cost increases
which must be passed on to the publiec and government. There will be
definite cost increases to provide 24-hour, in-house physicians and
CT technicians, plus provide rehabilitation services.

Te date, only West Virginia University Hospital has been
designated as 2 Level I or II Center, yet we are already upgrading the
regulaticns., T would strongly suggest we do not amend the rules at
this time until more facilities are designated and the true economic
impact of the proposed changes can be determined.

Sincersly,

5. G. Na¥zaro o
Administrator / C.E.O.

SGN/pb

David Hevydinger, M.D.
Gil Delaura

0




