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Pursuant to Section seven, Article three, Chapter twenty-
nine-A of the Code of West Virginia, one thousand nine hundred
thirty-one, as amended, the Regulatory Services Division of the
West Virginia Department of Health shall convene a public hearing
at 10:30 a.m., Monday, September 27, 1982 in Conference Room 522,
Building 3, West Virginia Department of Health, 1800 Washington
Street, East, Charleston, Westc Virginia for the purpose cf taking
evidence pertaining to the filing of proposed Certificate of
Need, Chapter 16-2D, Series I (1982).

Any citizen or other interested party may submit written
evidence to the West Virginia Department of Health, Regulatory
Sarvices Division, Room 416, 1800 Washington Street, East,
Crarleston, West Virginia 25305 not later than 5:00 p.m., Monday,
September 27, 1982, '

The testimony shall be limited to the actual information
contained in the above mentioned regulation. Copies of the
regulation may be obtained from the Regulatory Services Division,
address herestofore appearing or by telephoning 304--348-2411.
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IMMEDIATE RELEASE P

Charleston - L. Clark Hansbarger, M.D. Director of the West
Virginia Department of Health today announced that a public
hearing will be held on Monday, September 27, 1982 at 10:30 a.m.
in Conference Room 522, Building 3, West Virginia Department of
Health, 1800 Washington Street, East, Charleston, West Virginia
for the purpose of taking evidence pertaining to the filing of the

Cevtificate of Need, Chapter 16-2D, Series I (1982).

All persons having evidence or testimony to present should
be present or they may submit such evidence in writing to the
kegulatory Serviceg Division, Room 416, 1800 Washington Street,
Fast, Charleston, West Virginia 25305 not later than 5:00 p.m.

Monday, September 27, 1982.
Doctor Hansbarger stated that copies of the proposed reg-
ulations may be obtained by writing or telephoning the Regulatory

Services Division at (304-348-2411).
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TITLE: Certificate of Need

TYPE: TLegislative

AUTHORITY AND RELATED CODE: Chapter 16, Article 2D, Section 1,
et seq. of the West Virginia Code of 1931, as amended and
as they relate to the same.

NUMBER: 16-2D, Series I (1982)

SCOPE: These legislative rules shall be used to administer the
Certificate of Need Program for the State of West Virginia.

APPLICATION: These legislative rules apply to all persons applying .
for a certificate of need application pursuant to Code 16-2D-1,
et seqg.

COMMENTS: These legislative rules amend and repeal West Virginia
Administrative Regulation 16-2D, Series I, Section 1, et seq and
16-2D, Series II, Section 1, et seqg. Note: Submi..:ion of Fiscal
Note is pending public hearing.

CONTACT PERSON IN REGULATORY SERVICES DIVISION: J. E..Richards,
Regulatory Services Division, (348-2411).

RESPONSX?LE OFFICE, DIVISION AND CONTACT PERSON: Dennis P.
Bridgemar, Director, Certificate of Need, (348-0534).
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WEST VIRGINIA LEGISLATIVE RULES
BOARD OF HEALTH

- CHAPTER 16-2D
SERIES I
(1982)

Subject: Certificate of Need.

Section 1, General.

1.01, Scope. These legislative rules shall be used to administer
the Certificate of Need program for the State of Weét Virginia, Thesé
legislative rules supplement Code‘§16—2D-1 et séq. and must be read in
conjunction therewith.

1.02. Authority. These legislative rules are issue& and relate to
the authority of Article 2D, Chapter 16 of the West Virginia Code of
1931, as amended.

1,03, Filing Date.. These amended legislative rules weré promul-—
gated on the 2nd day of December, 1981, and ﬁefe filed'in the Office:of
the Secretary of State on the 2nd day of December, 1981,

1.04, Effective Date. These legislative rules became effective on

the lst day of July, 1982,




- o - ~ Sec. 1.05
Board of Health

Legislative Rule 16-2D
Series I

1,05, Supersession and Repeal of Former Regulations, »These'
amended regulations supersede and repeal WV Adm. Reg. (Board of Health)
16-2D, Ser. I, Sec., 1 et seq.. (1978, 1980) and WV Adm. Reg..(Staté
Health Planning and Development Agency) 16-2D, Ser. II, Sec. 1 ét Seq."j
(1979). | | |

1,06, Forward. The West Virginia Legislature has declared in Code
§16-2D~1 the following to be the public policy of this State:

~(a). That the offering or development of 2all new institﬁtibnal
health services shall be accomplished in 2 manner wﬂich is
orderly, economical and consistent with the effective develop- _i
ment of neéessary and adequate means of providing for the
institutional health services of ‘the people of this State and
to avoid unnecessary duplication of institutidnél: héélth
services, and to contain or reduce Increases in the cost of
delivering institutional health services; .

(b) That the generalowelfare and protection of the lives, health
and property of the people of this State require that the
type, level and quality of care, the feasibility of providing
such care and other criteria as provided for in this article

or by the state health planning and development agency pursu—

ant to prévisions of this article, needed in new institutional
heaith services within this State be subject to review and
evaluation before any new institutional ﬁeélth services are
offe;ed or developed in order that appropriate and needed

institutional health services are made available for persons

in the area to be served..




-l

. Sec. 2.
Board of Health

Legislative Rule 16~2D
Serles I
Section 2. Definitions.

As.used.in these regulations, all tgfms have the same meaning és
provided in the definition section (Code §16-2D-2) of the st;tutes.
Verbatim definitions, therefore, are not repeate& here. Definitions set
forth below amplify and clarify the statutory definitions or define ”

terms not specifically set forth in the statute.

2,01, Acquire a health care facility means to obtain by purchase,

donation, lease, or comparable arrangement a health care 'fécility's
assets used In the provision of health services, inclﬁding the transfer
of a health care facility from.a subsidiary corporation to its parent,
or vice versa.

2,02, Batching category means any one of the subparagraphs of CON

Reg. §16.01(a) (1) through (8). -

2.03. Certificate of Need means a document issued by the State

Agency indicating that the proposed new 1nstitutional health Sérviqe is
in compliance with the intent, purposes and provisions of Code §16-2D-1
et seq. and that a need exists for the proposed new institutional health
service,

2.04. Code means the Code of West Virginia (1931); as amended,

2,05, Conclusion of such hearing as used in Code §§16-2D-7(t) and

16~2D~10(c) means the date after which evidence and oral arguments have -
been presented when any proposed findings of fact and conclusions of law
and any permitted briefs have been submitted in the time allotted.

2,06, Consistent with the state health plan, as used 1in Code

§§16-2D-9(b) (2), 16~2D-9(g) (1), and CON Reg. §10.03(a)(1)(A)(ii), means

a determination made by the State Agency, after considering and weighing
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‘Sec. 2.07
Board of Health :

Legislative Rule 16-2D

Series I

all the evidence with regard to an application, that the preponderance
of such evidence supports”the achievement of the appiiéable oﬁjeétives
of ‘the State Health Plan, except any provisions of the State Héalth Plan
in conflict with the Code 6r‘these regulations shall not be considergd
in determining consistency with such Plan. In determining consistencyi
with the State Health Plan, the State Agency shall utilize the data
referenced in CON Reg. §10.02(g). ‘ |

2.07. Date upon which all parties received notice of the state

agency decision as used in Code §§16-2D—7(t)(2) and 16—2D—10(é).means

the date upon which the applicant receives notice of the decision or the
date upon which legal notice of the decision appears in the Saturday

Charleston Gazette and Charleston Daily Mail, whichever is later.

2,08, Emergency circumstances that pose g_threat.zgqpublic health
means those circumstances proclaimed as such by the Director of the West
Virginia Department of Health or those circumstances ubon which the
Governor or the Legislature base a decision to proclaim a state of
emergency under Code §15-5-6.

2,09, Expenditure minimum, as adjusted under the authority of Code

§16~2D~2(j) to reflect the impact of inflation from October 1, 1979 to
October 1, 1981 in the U.S. Department of Commerce Composite Construc—
tion Cost Index, means $181,000.00,.

2.10. Expenditure minimum for annual operating costs, as adjusted

‘under the authority of Code §16-2D-4(e) to reflect the impact of infla-
tion from October 1, 1979 to October 1, 1981 in the U.S. Department of

Commerce Composite Construction Cost Index, means $90,000.00. -
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Sec. 2.11

Board of Health
Legislative Rule 16-2D
Series 1

2.11. Health cafe facility as defined in Code §16~2D-2(1), does.'
not include personal care homes as defined in Code §16-5C-2(d), commu~—
nity mental health and mental retardation facilities, State homes. for
qualified veterans as defined iﬁ Code §9A-2-1, The West Virginia Chil-
dren's Home described in Code §26-1-1, or institutions operated b} or on
behalf of the Department of Corrections. For purposes of tﬁis defi-
nition, "community mental health and mental retardation facility“ means-
a public or private facility which provides such comprehénsive serviées:
and continuity of care as emergency,: outpatient, partial hospitali—
zation, inpatient and consultation and education for individuals with
mental illness, mental retardation or drug or alcohol addiction. .

2,12, Medically underserved population as designated by the State

Agency under the authority of Code §16-2D-2(x) meéns any of the popu-
lations of areas of the State designated as Medically DUnderserved Areas
by the Fedéral Secretary of Health, Education, and Welfare.in 41 Fedérai
Register 45717-75 {Octcber 15, 1976) based upon the wethodology con-
tained therein and upon the criteria of the ratio.of primary care physi-
cians to population, the infant mortality rate, the percentage of the
population which is age sixty-five (65) or over, and the percentage of
the population with family income below the poverty level, as contained
in Title 42 Code of Federal Regulations §51c¢,102(e) and developed under
the authority of the Public Heélth Service Act §330(b)(3), as amended,.
Title 42 United States Code §254c(b) (3). [Medically Undergerved Areas
‘designated by the Federal Government are not neéessarily the same as tﬁe
Health Manpower Shortage Areas also so designated. See 46 Fedéral

Register 23816-7 (April 28, 1981)].
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Board of Health
Legislative Rule 16=-2D

Series I

Sec. 2.13

2,13, Organizations‘representing health care providers as”used in

the definition of "affected person" in Code §16-2D~2(a) includes, but is

not limited to, the following organizations:

(a)

(b)
(c)
(&)
(e)
(£)
()
(h)
(1)
(3
(k)
1)
(m)
(n)
(o)
(»)
(9)
(x)
(s)
(t)

2.14.

Association of Community Mental Health/Mental Retardation -

Programs of West Virginia;

Health Care'Association;

Marshall University Medical Schoolj;’

Professional Nursing Home Association of West Virginiaj

Public Health

West
West
West
West
West
West
West
West
West
West
West
West
West
West

West

Virginia
Virginia
Virginia
Virginia
Virginia
Virginia
Virginia
Virginla
Virginia
Virginia
Virginia
Virginia
Virginia
Virginia

Virginia

Officers’ Association;

CommisSibn on Aging;

Council of Home Health Agencies;
Dental Association, Inc.;

Department of Health; ’ :
Department of Welfare;

Division of Vocational Rehabilitétion;
Hpspital Association;

League for Nursing;

Nurses Association;

Primary Care Study Group;

Publip Health Association;

School of Osteopathic Medicine;

Society of Osteopathic Medicine;

State Medical Association;.and

University Medical School.

Parties as used in Code §§16-2D-7(t)(2) and 16~2D-10(a)

means the applicant, and if a hearing is held on an application, the
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Sec. 2.15
ﬁoard of Health
Legislative Rule 16-2D
Series I

person requesting the hearing and all persons designated as parties to

the hearing.

2.15. Potentially unnecessarily dupli'cative., used as a tel.:n‘z.to
describe applications, means applications in the same review cycle wﬁich -
propose new institutional health services to serve the same.or similar
health needs of the samé, or partially the same, population.

2.16, Project means a proposed new institutional health service asl
defined in Code §16-2D-3, |

2.17. Proposal means a proposed new institutional health service
as defined in Code §16-2D-3.

2.18. Proposed State Health Plan means the document prepared and

adopted by the Statewide Health Coordinating Council pﬁrsuant td.section
1524(c) (2) of the Public Health Service Act, as amended, Title 42 United
States Code section 300m-3(c)(2), before such document is approved by
the Governor as the State Health Plan.

2.19, Redistributes beds among various categories as used in Code

§16-2D-2(kk), includes a change in the status of beds from one élassifi—
cation to another (e.g., acute care, long term éare, cbstetrical, pedi-
atric, etco.).

2.20. Undertaken, when used to describe an activity for which a
Certificate of Need was 1ssued or for which an exemption was granted,
means the first use of the new institutional health service for its
intended purpose.

Section 3. Scope of Certificate of Need Coverage.

3.01, Exempted Major Medical Equipment to Serve Inpatients. This

subsection supplements Code §16-2D-3., If any major'medical equipment’
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Board of Health
Legislative Rule 16-2D
Series I

not located in a health care facility is acquired without a Certificate

of Need. pursuant to Code §16-2D~3(1) and at any time it is proposed to

use that equipment to serve inpatients of a hospital, a certificate of
need shall be required before such equipment 1is so used, unless the use
is one described in Code §16-2D-3(1i) (5) or CON Reg. §4,04,

3,02, State Agency Plan of Action. This subsection supplements

Code §16-2D-5(e). For the éurpose'of advancing health service quality
assurance, cost effectiveness, access, and other purposes consistent.
with the public policy of the State; as stated in Code'§i6-2D-1 et seqe,
and coﬁsistent with the national health planning policy embodied in
Title XV of the Public Health Service Act, as amended, Title'42 quted:
States Code §300k et seq., where the State Agency identifies unnecessary
duplication or excess supply of certain institutional health services or
facilities for which competition will not appropriately allocate supply
consistent with the State Health Plan, due to the prevailing methods of
paying for health services by public and private health insurers or due
to other reasons, the State Agency may develop, with cooperating health
care facilities, a State Agency Plan of action for the merger, OT
sharing of resources of ‘such health care facilities, and may, after
considering the anticompetitive impact 1n consultation with the Attorney -
General, permit implementation ‘of such Plan through the approval of
Certificate of Need applications.

Section 4. Exemptions.

This regulation supplements Code §§16-2D-3 and 4.

4,01, Private Offices. Except as provided in Code §16-2D-3(i),

private offices of physicians, private clinics of physicians, dentists

Page 8




Sec. 4.02

-
-

Board of Health
Legislative Rule 16~2D
Series I
or other practitioners of the healing arts are, by Code §16-2D-4(a) (1);
exempt from Certificate éf Need review. A private office or private
clinic of a physician, dentist, ér other. practitioher of the healing
”arfs ‘means any ‘facility which: A‘
(a) Is organized as a sole practitioner, partnership or has a.
cetificate of authorization issuéd to a medical corporation or
a dental corporation by the appropriate 1icensing board c;f
West Virginia pursuant to Chapter 30 of the Code; and
(b) Is not licensed or required to be licensed as an ambulatory
health care fagility or other facility under the provisions of
Chapters 16 and 27 of the West Virginia Code; .and |
(c) Has not received or applied for accreditation as an ambulatory
health care facility from the Joint Commission on Accredi-
tation of Hospitals, Group Health Association of America, or
other recognized accrediting body; and
(d) Has not received grants or loans within the past twenty years
from the fedéral or state government or from nonprofit cor-
porations or foundations, within, or without the State; oth.er
than grants solely for the purpose of research or for clinical
experience for physicians completing residency programs.

4,02, Health Maintenance Organizations. Pursuant to Code

§16-2D-4(b) (5), the State Agency shall approve or deny an application
for exemption filed with respect to a health maintenance organization
under Code §16~2D-4(b)(l) within thirty (30) days of the receipt of the
application, or if any additional information is then requesfed by the

State Agency, within fifteen (15) days, approve or deny within thirty
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Sec. 4.03
Board of Health

Legislative Rule 16-2D"

Series I

(30) days of receipt of the additional information. The method of
payment for services (that is, prepaid or fee~for-service) is not rele-
vant in determining whether an activity is exempt from review under Code
§16-2D-4(b) (1).

4.03. Health Services Not Associated with a Capital Expenditure

with Projected Annual Operating Costs of less than the Expenditure

Minimum. The addition of certain healfh services not associated with a
capital expenditure may be exempted from review by fhe State Agency
under the authority of Code §16-2D-4(e). The applicant seeking such an
exemption shall complete an expedited applicatioﬁ form for a Certificate
of Need. After an application for the proposed health service is deter-
mined to be complete by the Staté Agency, thé State Agency shall con—
sider if the proposed health serviée to be delivered is likely to be
substantially expanded within the next fi§e years without being subject
to Certificate of Need review, and if such expansion is likely, whefher
such expansion would appear to be consistent with the State Health Plan.

The State Agency may exempt the application from review after the

State Agency makes the following written findings:

(a) The addition of the proposed health service is not associated
with any capital expenditure and is projected to entail annual
operating costs of less than the expenditure minimum for
annual operating costs; and |

(b) The application for the addition of the héélth service has no
obvious 'inconsistency with the State Health Plan or the
findings in CON Reg. §10.03(é) required for the issuance of a

Certificate of Need.
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Sec. 4.04

Board of Health
Legislative Rule 16-2D

Series I

4.,04. Major Medical Equipment. The State Agency may consider the

following criteria in a&dition to those provided in Code §16=~2D-3(1) (5)

under which acquisitions of major medical equipment which will not be

owned by or located in a health care facility will not be reviewed if

the proposed use of the major medical equipment is to provi&e services

to inpatients of a hospital only on a temporary basis, but only if such '

foilowing criteria are acceptable to the Federal Secretary of Health and

Human Services:

(a)

(b)

(c)

4,05.

Iﬁ the event of temporary émergency'circumstances that pose a
threat to public health; or |

In those circumstances when inpatients are in imminent danger -
of death or permanent injury and the pfoposed major medical
equipment could on a temporary basis aid in feduéingA the
danger; or

In those circumstances where a hospital that has inpatients
who will be served on a temporary basis by the propésed major:
medical equipment has been denied a Certifigate,of Need for
the same or similar major medical equipment as’that'proposed,
and to transport the hospital's inpatients to another location
with major medical -equipment similar to that proposed would
present a greater risk to patients than the risk of provi&ing'.

service by the use of the proposed major medical equipment.

Acquisitions of Health Care Facilities., Subject to thé

notice and change in facility provisions of Code §16-2D-4(d), the State

Agency'may under that subsection exempt from review the obligation of a

capital expendituré to acquire, either by purchase or under lease or
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Sec. 4.06

Board of Health
Legislative Rule 16-2D
Serles I

comparable arrangement, an existing health cére facility appraised at a

fair market value of less than one million dollars ($1,000,000).

4,06, Progress Reports and Withdrawal of Exemptions. Any health :
care facility which has received an exemption shall report the progress
toward completion of the exempt project to the State Agency not less -
than forty—five (45) days prior to the anniversary date of the exémp—
tion.  Fallure té report brogress or a substantial chaﬁge in the scope
of the project as exempted wdil ﬁe cause for the State Agenéy to with—
draw the exemption or to determine that the change is subject:to review,

Any person whose exemption is wd?hdrawn and who wdéhes‘to proceed
with that project must obtain a Certificate of Need. |

Section 5. . Access to Information and Facilities.

This regulation supplements Code §16-2D-7(e). The owners, gover—
ning boards, operators and staffs of health care facilities and health
maintenance organizations covered by these regulations shall provide
access to information, records, meetings, sites and facilities:pertinent
to an application currently under review by the State Agency, to the
State Agency upon properAnotice and as is reasonmable and necessary in
the performance of the State Agency's responsibilities in adminiséering
the Certificate of Need program.

Section 6. Annual Hospital Rates Form.

This regulation supplements Code §16~2D-8(a) (2). The State Agency
shall proyide consultation to health system agencies serving health
service areas within the state in the development of a form for the
annual collection from hospitals of the rates charged for each of fhe
twenty~five (25) most frequently used.hospital services in the sfate{
including the average semi;private.and private room rates.
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Legislative Rule 16-2D
Series I

If the health systems agencies collect the completed forms from the
hospitals, the hospitals shall send a copy to the State Agency. En—
forcement is provided for in CON Reg. §10,01(d) under the authority of

Code §16~2D-8(a) (2).

Section 7. Applicétion Required for Certificate gﬁ_ﬁeed.~

This regulation suppiements Code §§16-2D-5(a), 16=-2D-7(d) and (e),
and 16~2D-8(a)(1). An Application for a Certificate of Need shall be.
prepared on the form publishéd by the State Agency'and shall be_Sub-
mitted to the State Agency in as many copies as requested, Additional
coples may be required by the applicable health systems agency.

7.0l . Information Required. The information required on the

application fo?m may include:

(a) Identification of the applicant;

(b) Copy of the governing body's approval of the proposal and its
written authqrizatioh empowering specified individual(s) to
sign the application and to act on its behalf;

(c) Description of the project;

(d) Timetable for implementation of the project, including the
projected date(s) for incurring the obligation for any capital
expenditure.

(e) Documented. analysis of the need of the population to be
served, 1n§1uding,the medically underserved, by the project:
and the extent to which the proposed service will be acces-
sible to that popnlatioﬁ;

(£) Policies for patient admission  and provision of fully or

partially uncompensated care;
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(g)

(h)

(1)

(1)

(k)

¢))

(m)

Documented analysis of alternatives to the proposal considered .
by the applicant;

Documented analysis of the proposal’s relationship to fhé
existing health care system, to iﬁcludé providers of difect,:
ancillarf, and support services and health' pfofeséional
training programs in.the area in which services are fo be
provided and, when. applicable, the extent to which the pro-
posal'will meet the needs of such training programs; .
Analysis of the relationship of ‘the proposal to the appli-
canf's long range plén on file with the State Agency; - |
Documented anaiysis of the proposal's relationship to the
State Health Plan, Proposed State Health Plan, and aﬁplicable
health systems plan and annual implementation plan; |
Analysis of the extent to which competition allocates services
of the type being proposed and promotes quality assﬁranee,
cost effectiveness and accessibility;

Analysis of the relationship of the proposal .to the most
recent statements of deficiencies and plans of corrections
from surveys conducted by accreditation organizations 'and
other federal, State, and local inspection agencies, and
copies of such survey reports, or portions thereof, may be
required;

Documentation of the gvailability of resources. includiﬁg
health care providers, management personnel, and funds for

capital and operating needs;
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(n)

(o)

@

()

()

(s)

Copies of existing or proposed policies with respect to

employment of facility staff and, where appliéable, a&miésion.

- to medical staff membership;

Preliminary financial feasibility study including an analysis
of historical and projected utilization, charges; s&urce(s) of

revenue, statements of revenues and expenses, statement of

changes in fund balance, balance sheets, and a statement of

the Spécific assumptions upon which the feasibility study was
based;

Documentation of existing or proposed mechanism(s) for soli-

citing consumer input into the applicant's. decisidn—making'

process;

In the case of constrﬁction projects, a.documented analysis of
the cost and methods of the proposéd conétruction, inclﬁding
provisions for energy conservation, and the probable impact of
tlie proposed construction on the applicant's cost of providing
health services;

If applicable, documented analysis of the needs and circum—
stances of entities such as health professional schoolé,
multidisciplinary clinics and.épecialty centers which provide
a substantial portion of their sérvices to individuals not
residing in -the health service area in whicﬁ they are located
or in aéjacent health service areas;

If applicable, documented analysis of.thé needs and cifcum~

stances of health maintenance organizations; and
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(t) If applicable, documented analysis of the need and circum—

e

stances of research projects.

7.02. Application Revisions., The application form may be revised

and published periodically, as appropriate.

- Section 8, Long Range Plans.

8.01. When Considered. Long range plans shall be consideréd in
Certificate of Need reviews in accordancehwith Code §16—2D—7(a)~and CON
Reg. §10.01(c). N

8.02, Contents. Each 1long raunge plan aS‘»defined'.in' Code
§16-2D52(v) shall consist of the overall plan for the health care facil—
ity proposing a new‘institutional health service for at least the fol?
lowing five~year period and shall contain at a minimum: X

{(a) A description of.the organization, its purpose and structure;

(b) A statement of the goals and objectives of the organizatién
(e.g. constructioﬁ,' new service developmenf, equipment'pur-
chase, sharing/merggr arrangements, staff recruitment); o

(¢) An analysis of the résources necessary to accomplish the goals
and objectives (e.g. manpower, finances}); .

(d) The assumptions and rationale which form the basis for the
goals and objectives which have béen developed (e.g. popula-
tion,’demographic data, health status, morbid%ty and mortal-
ity, area health resources, utilization);

‘(e) Documents which support and supplement the long range planj

(f) Supplements required byVCON Rege. §8.03.

8.03. Supplements. As Supplements to the long range plan, each

health care facility may be requested by the Stéte_Agency‘to providefthg
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féuowing:

(a)' The annual capital expenditure budget, if any, for the health
care faéility{

(b) The annual report of the health care facility or its parent
corporation; '

(c) If the health care facility or 1its parent corporation is

\ required to submit an annual Form 10-K with thé~Securities and
Exchange Commission, a copy 6f such form.’ |

Section 9. ' lLetters of Intent and Pre-Application Conference.

Letters of intent, as provided for in que '§16-2D-7(b), :shall
contain sufficient information to inform the State Agency of the name
and the approximate location, nature, scope, cost and timiﬁg of the .
project. Letfers of intent shall be effective for one year.¥ In re-
sponse to a letter of intent, the State Agency shall fofward either a
standard or an expedited application form. In‘ addition, the State
Agency may arrange a preapplication conference.

Section 10, Review Process.

10.01. Review for Completeness. This subsection supplements Code

§16-2D~7(f).
(a) Declaration of an application as being. complete meané that
sufficienf information is in the application for the State -
Agency to make an informed decision, not that'the informatiéﬁ
in the application warrants an approval of the éfplication.
(b) An application under reQiew for completeness ‘but with no
respdnse from the applicant for a period of one year after the

State Agency has asked additional questions shall be consi- -
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(d)

(e)

dered withdrawn, and a new letter of intenf.and applicafion
must be filed 1f the applicanf desires to éursue'the project., ;
Thg State Agency shall not, except in emergency cirCumsfances '
that pose a thfeat to public health, accept to review .fo‘l.:
completeﬁess a standard Certificate of Need ap?licafi@h unless
a long range plan, as defined in Code §16-2D-2(§), conforming
to CON Reg. §8, and adopted.by the applicant within the pre-
ceding four years is on file'with the State Agéncy.

Under the authority of Code §16-2D-8(a)(2), thé State Agency
shall not, except in emergency circumstances that pose a
threat to public health, accept to review for completenesé'g
Certificate of Need application from a hospital until that'.'
hospital has submitted, if requested, to the applicable health
systems agéncy and the State Agency a .copy of the annual
hospital rates form described in CON Reg. §6.

The.State Agency shall not, except in emergency ciréumstances'
that pose a threat to public health, accept to review for.com-
pleténess a Certificate of Need application from a health care
facility subject to the financial disclosure provisions of
Code . §16-5F-1 et seq, until such facility has filed all

reports required therein.

10,02, Review gg_g.Compiete'Application. This subsection supple~

ments Code §§16-2D-7(c) (1), 16~2D-7(g), (m), (n), (o), and (u).

(a)

Notification of the beginning of the review as provided forc.in,~
Code §16-2D-7(g) shall be published as a legal notice in the

Saturday Charleston Gazette and Charleston Daily Mail, and the
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(b)

(c)

(d)

(e)

State Agency's notice of the beginniné of the review shall
include whether the appli;ation is potentially unnecessariiy
duplicative.of other applications.
To be effective, a request for a public hearing during the
review of an appliéation. must bg in writing aﬁd received
within thirty (30) days of the date of notification of the
beginning of the review as provided in Code §16-2D—7(g). The
request shall be addressed to: |

Director, Certificate of Need Program

West Virginia Department of Health

1800 Washington Street, East

Charleston, West Virginia 25305
If a public hearing is held on an application andnfhere are
other applications undergoing the same review cycle as such
application and'qne or more of those ;ther applications have
been determined under CON Reg. §16.01(e) to be potentially
unnecessarily duplicative of such .application, then any public
hearing held on such application shall also be held as a
hearing on such potentially unnecessarily duplicativé appli-
cations, |
The State Agency may'continue.a hearing or hold a rehearing'bn
an application.
If a public hearing is not conducted during the review of an ;
application, the State Agency shall, under the authority of
Code §16-2D~7(0), close the review file on the application on

the seventy-fifthl(75th)'day of the revie&, except in the case
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(£)

(g)

of an expedited application where the aﬁélicable healfh syé-
tems agency -has submitted: its recommendation to thé State
Agency in accordance with CON Reg. §11.05, the State'Agency
shall close the review file five (5) days after receiving the

recommendation. If the applicable health systeﬁs'agency has

- submitted in writing to the State Agency an indication that it

does not intend to submit a recommendation with regard to an

application, and a public hearing is not con&ﬁcted during the

review of an application, then the State Agency may close the

review file on the aﬁplication at any time after the thirtieth

(30th) day of the review, but no later than as provided above.

The State Agency may extend the file closing date in accor-

dance with CON Reg. §14.03., When a review file is closed, the

ei parte contact prphibitionvof Code §16-~2D-7(m) (4) attaches.

The schedule set forth in accordance with Code.§§16-2D-7(c)(l)

and 16-2D-7(m) is that in order for the applicable. health

systems agency's recommendation with regard to an applicatioﬁ
to be considered in thé State Agency review of the applica-
tion, such health systems agency shall deliver its recommen—
dation to the State Agency on or before the seventieth (70th):
day of a review. -

The State Agency may, after publishing legal notice in the
Saturday - Charleston Gazette and Charleéton Daily'~Mai1, énd

after allowing thirty (30) days for public comment, adopt

population projections. Such projections shall be used in

Certificate of Need decisions as soon as édopfed. In evalu—,
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ating health needs and resources for the purpose of a project
review, the State Agency shall utilize, where available, data
projectioné for the year five years after the calendar year in

which the Certificate of Need decision is made.

10,03, Decision.

(a) Required 'Written Findings for Approvai. This subdivision
restatéé and supplements Code §§16-2D-6(e) and 16-2D-9,
(1) Except as provided in CON Reg. §§10.03(a)(2) and (3), a
Certificate of Need may only.be issued if:
(A) The Stéte Agency makes written findings that the .
proposed new institutional health service is:
(i) Found to be needed; and
(i1) Except in emergency circumstances that pose a
threat to pﬁblic health, consistent with the
State Health Plan; however, the . State Agency
may not disapprove an application solely be~
cause the proposed.'neW“ institdtional health
service is not discussed in the State Health
Plan, Proposed State Health Plan, or applicable
health systems plan or annual implementation
plan,
(B) After consideration of the apprépriateness of ihe
| use of existing facilities providing services simi-
lar to those being proposed, the State Agency nakes

each of the following findings in writing:
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(1)

(1)

(iid) -

(iv)

)

The

Sec. 10.03

That superior alternatives to such services in
terms of cost, efficiency and appropriateress
do not exist and the development of such aitéré
natives is.not practicable;

That existing facilities providing, services
similar to those proposed are being used in‘an'
appropriate and efficient manner;

That in the case of new coﬁstruction, alterna-—
tives to new construction, sﬁch as moderniza-
tion ox sharing arrangements, have been consi-
dered and have been implemented'to.thefmaximum
extent practicable;

That patients will experience serious prob1ems
in obtaining care of the type proposed in the
absence of the'proposed new service; and

That in the case of a proposal for the addition
of beds for the provision of skilled nursing or
intermediate care.services, the addition will
be consistent with the blans of other agencies
of the étate responsible for the provision and
financing of long-term care faciiities. or
services including home.health services,

State . Agency makes a written finding, which

shall take into account the curfentvaccessibility of

the facility as a whole, on'the extent to which the

new

institutional health service will meet’ thev
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criteria in Code §§16-2D-6(a)(4), (14), and (25)
regarding the needs of medically underserved popula-
tion, except where the new institutional health
service is a proposed capital expenditure not'di~
rectly related to the provision of'héalfh‘servi;es
or to beds or major medical equipment.,

(2) 'Notwithstanding review criteria in Code §16-2D-6(a) (12)
and required findings for approval iﬁ CON Reg.
§10.03(a) (1), if a health care facility which is‘ ;:on—
trolled, direcfly or indirectly, by a'health maintenance
organization applies for a Cértificate of Need, such -
abplication shall be a?proved by the State Agency if the
State Agency finds that:

(A) Approval of such application is required to meet the
needs ‘of the members of the health maintenance
organization and "of the new members wnich :suéh
organization can reasonably be expected to enroll;
and |

(B) The health maintenance organization is unable to
provide, through services or facilities which caﬁ
reasonably be exﬁected to be availlable to thé'organ- -
ization, 1its institutional health services.‘in'.a
reasonable and cost-effective mannex which is'con~
‘sistent with the basic method of opefation of the
organization and which makes such services available

on a long-term basis through physiclans and other-
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(A

health professionals assoclated with it.

Notwithstanding review c:itéria in Code §16-2D~6 and

}equired ) findinés for approval in CONﬁ .Reg;~

§10.03(a) (1), an application for a Certificate of

Need shall be apﬁfoved, if the State:Agency finds

that the facility or service with respect to which a l

capital expenditufe is proposed to be made is needed

and that the obligation of such capital expgnditure

is consistent with the State Health Plan, for a

cépital expenditure which is required:

(i) To eliminate or preveﬁt imminent safety hazards
as defined by. federal, state or local .fire,
building or 1life safety codes or regulations;
N . A

(i1) To comply with state licensure standards; or

(1115 To comply with accreditation or certification

standards,,compliance with which is»requiréd'to
receive reimbursements under Title XVIII of the
Social Security Act or payments under the state
plan for medical assistance approved under

Title XIX of such act.

(B) An application for a Certificate of Need approved

under this subsection shall.bé approved only to the
extent that the capital expenditure is required to
eliminate or prevent the hazards described in CON

Reg. §10.03(a) (3)(4) (i), or to comply with the stan-
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(c)

dards described in either CON Reg.

§510.03(a) (3) (A) (41) or (111)e

Written Finding géhthe Application }§_Disappro§ed. This sub-
division restates COde'sla-zn-gcéj(Z).' If the State Ageﬁéy
disapprovés a proposed new institutional health sérvipe for
failure to meet the needs of medically underserved popula- -

tions, it shall so state in a written finding.

Decision Distribution and Notice. This subdivision supplef-
ments Code §§16-2D-9(h) (1) and 16-2D-9(k). o

The decision and findings shall be sent by certified mail
to the applicant and to partieé'to any hearing hela on the
application and shall be sent of‘delivered to the applicable
health systems agency and shall be available to othe£.persons
upon request (at a cost set out in the fee scﬁedule referred
to in CON Reg. §17.). .

Notice of the decision shall be published as a legal.
notice by the State Agency in the Charlestom Gazette and tﬁe
Charleston Daily Mail.

The State Agency shall provide to the applicant any
statement provided to the applicable health systems agency.
under Code §16-2D-9(k) with regard to a State Agency decisiﬁn
which is inconsistent with such health sys;ems agency's recom—
mendation or health systenms plan..or' annual implementation

plan.

Section 11, Expedited Application Form.

This regulation supplements Code §16-2D-7(v). The purpose of the
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expedited application form shall be to permit appropriate consideration

and response for those projects which would create minimal impact on the

scope, guality or costs of health services to be~piovided by a health

care facility. Such projects may include but are not limited to:

(2)

(b)

(c)
(d)
(e)

(£

(g)

(h)

Changes required of a facility or organization in order to.

comply with applicable building and fire codes and other laws
and regulations and standards designed to preserve life and
safety; or

Capital expenditures which do not involve the renovation,

replacement or substantial change to the bed capacity or a

substantial change to the health services of the facility; or -

The replacement of equipment; or

Acduisition of health care facilities; or

Substantial changes (as defined in- CON Reg. §21) in .an
approved new institutional health service for which a Certifi-
cate of Need is in effect; or

New institutional health services proposed to éliminate or
alleviate emergency circumstances that pose a threat to public

health; or

Applications from ambulatory health care facilities, home

health agencies, ambulatory surgical facilities, and health
maintenance organizations;

Applications from health care facilities for projects that

could be undertaken without a Certificate of Need by persons

that are not health care facilities; for example, projects for

parking buildings and medical office buildings proposed by
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hdspitals or the provision of personal care services by inter-
mediate care facilifiés; or
'(i) Any other application within the discretion of] the State
Agency when there are no letters of intent on.filé fof-pro—

jects tﬁat may be potentially unnecessarily ddpliéative.

11,01, Request for Expedited Application Form. An applicant may

request an expedited application form in the letter of intent. The
State Agency will forward an expedited project application form, as
appropriate, in response to a letter of intent.

11,02, Determination gg_EligibiIity of an Expedited égpliéation

Form for a Project. Meeting any or all of the categories in CON'Rég.
§11 does not automatically render a project eligible for an e%pedited
application form. This determination is made by the State Agency after
consultation with the applicable health systems agency.

If, in the judgment of the State Agency, after an expedited project~‘

.application form is submitted, the project will fequ:lre a standard

application form, the applicant will be required to complete a standard
application form.

Any affected person may present reasons to the State Agency as to
why the applicant should be given a standard application form. The
reasons shall be submitted ip writing to the State Agency within ten
(10) days of the date of initiation of the review. If in the opinion of
the State Agency there is cause to use the standard application fofm the
review shall be stopped, and, after the standard application form is
declared complete, the application shall be included in the next appro-

priate review cycle,
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11.03. (Deleted)

11,04, Review of an Expedited Application Form. Except as‘dther-

wise provided, standard review procedures shall be followed in the

review of an expedited application.

11.05. Decision'ggngg.Expedited Application, After the period for
the request of a public hearing has passed, the Sfate Agency shall issue:
its decision and findings in writing within ten (10) days after receiv-
ing the -applicable health systems agency's recommendation; ﬁut, if no
recommendation is received from the health systems agency within sixty
days after the initiation of the review, the State.Agency shall, unless
CON Reg. §l4 is invoked, issue its decision on or before the sixty fifth
(65th) day after the initiation of such review, If the “applicable-
health systems agency has submitted iniwriting to theAState Agency an
indication that it does not intend to submit a recommendation Withv
regard to an expedited application, then the State Agency may issue its
decision on tﬁe application after the thirtieth (30th) day éf the
review, but no later than the sixty-fifth (65th) day of the review, .
unless CON Reg. §14 is exercised.

Section 12, Additional Information and Amendments to Applications.

(a) If after a review of an application has begun, the applicant
submits a substantial amendment to its application, or if the
State Agency requests additional information from an applicant
under the authority of Codé §16;2D—7(i) and the applicant does
not- provide  the information in accordance with that Code
section, the State.Agency may:

(1) Exercise the review extension provision of~CON.Reg. §14, .

or
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(2) Put a hold upon the running of the re§iew of an expedited
applicatioﬁ or upon a standard application in the batch;
ing category of CON Reg. §16.01(a)(8), er
(3) Withdraw the application from review.

(b) The exteht of the additional information received from an
applicant with respect to the impact on the project originally
accepted for review may be cause for the State Agency to
detérmine the appiication to be a new proposal, subject to:a

new review cycle,

'Sectionv 13, Withdrawal of an Application.

Any applicant may withdraw an application at any time during the
review process without prejudice. This mnotice of'withdrawal must be
made in writing to the State Agency.

Section 14, Holds and Extensions on Review Periods.

‘ This regulation supplements Code §16=2D-7 (k) .

14.01. Holds. At auy time during a.review of an expedited appli-
cation or of a standard application in the batchihg category of CON Reg.
§16.,01(a) (8), the State Agency may grant an applicant's request that.a
hold be put on the running of the review period on its application. The
State Agency may not grant a hold on the running of the review period on
a standard application in batching categories in CON Reg. §16.01(;)(1)
through (7) without the agreement of all applicanté with applications in
those batching'categories.in the same review cycle as thg application
for which the hold is requested.

14,02, Extensions. The State Agency may find it would not be

practicable to complete a review on an expedited application within the
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time provided in CON Reg. §11.05, of in the case of a standard aﬁplicé~
tion, within ninety (90) days. In such situations the State Agéncy maf
extend the review process for up to an additional thi;ty (30) days, but
if the review process is extended for a standard apﬁliéation in the
batching categories of CON Reg. §16.01(a)(l) through (7), all standafd
applications in the same batching category that are in the same review
cycle shall be similarly extended. Such situations shall include fhose
in which: |
(a) A project is of such a comprehénéive nature that to réview it
in ninety (90) days would not do justice to the applicant of
to the popplation~which the pfoposed project. would serve;'
(b) Additi;nal information .related:~to the review cfiteria is
requested from .the applicant in accordance with Code
§16-2D-7(1), and it is not provided by the applicant in accor-
dance with that Code section.
(c) Weather conditions or other natural disasters have prevented
the review process from taking place in a timely manmer.

14,03, File Closing Date Extensions. If the State Agéncy.puts a

hold on the running of a review, or extends the review period on an
application, it may extend the file closing date, and if the file
closing date has passed when the ;revi.ew is extended or the hold is
imposed, the State Agency may reopen the file and reestablish the file
closing date. "

If a public rehearing is scheduled, or if a file closing dafe is
extended or reestablished, or if a hold or extension is.put on a review,

all affected persons shall be notified of the reasons.
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Section 15, (Deleted).

Section 16, State Agency to Batch Applications.
. Under the  authority of Code §16-2D-7(c) (3), all éompleted appli— '
‘cations [except those covered by'CON Reg. §16.02] peftaining to similar
types of services, facilities, or equipment affecting the same health
service area shall be considered in relation to each other.

-

16,01, Batching Categories.

(a) The State Agency shall ponsider applications in relation to
each other according to ‘the ~following"batchiﬁg categories:
(1) Medical-surgical: beds, major medical équipment, .or
health services.associated~with a capital expenditure in

excess of the expenditure minimum;

(2) Psychiatric: beds, major medical equipment, ' or health
services associated with a capital expenditure in excess
of the expenditure minimumj |

(3) Obstetric: beds, major medical equipment, .or health
services associated with a capital expenditure in excess
of the expenditure minimum;

(4) Pediatric: beds, major medical equipment,. or health
services associated with a capital expenditure in excess
of the expenditure minimum;

(5) Skilled nursing: beds, major medical equipmehf, or
health services assoclated with a capital expenditure in
excess of the expenditure minimum;

(6) TIatermediate care: beds, major medical equipment, oY

health services associatéd with a'capital expenditure in
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(b)

o))

C))

excess of the expenditure minimum;
Proposed new institutional health services that do,ﬁot
fall in Batching categories - (1) through (6) but which
directly relate t§: beds, major medical equipment, or
heaith services associated with a capital:expénditure in
excess of the expenditure minimum.

Other proposed new institutional health services.

If an application 1s broader in scope than one bafching cate—

gory, the components of the application shall be included in

~as many batching categofies as are appropriate,

(e)

1)

(2)

Except for standard applications reviewed under CON
Reg. §16,01(c)(2), standard’ applicafions shall be re-
viewed in cycles beginning évery four émnths.~.0n tﬁe.
last working days of the weeks containing the.firstldays
of the months of January, May, and September, the State
Lgency shall collect by the batching categories of CON
Reg. §16.01(a) the standard applications determined to be
complete since the previous collection. A ninety (90)
day review cycle shall then begin on thosé eight (8)
batches of standard appiications in accordance‘with.Code
§16-2D-7(g) and CON Reg. §10.02.

Standard applications falling entirely into the.batchiﬁg

category of . CON Reg. $§16.01(a)(8) shall be reviewed in

'cycles beginning each week. On the last working day of

each week, the State Agency shall collect the standard
applications determined to be complete during that week

that fall entirely into the batching category of CQR Rege.
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(d)

(e)

§16.01(a)(8). A ninety (96) day review cycle shall begin

each week on such standard applications in: accordance

with Code §16-2D-7(g) and CON Reg. §10.02.
Expedited applicatioﬁé shall be reviewed in éycles begiﬁning
each week. On the last working day of éach~week; the State
Agenéy shall collect by the batching catégorieé‘of CON Reg.
§16.01(a) the expedited applications determined to be complete
during that week, Reviews shali begin each week on thpse
eight (8) batches of expedited applications in accordance'with
Code §16-2D-7(g) and CON Reg. §10.02. |
In considering applications in relation to .each other, the
State Agency shall consider the extent to which proposed new
institutional health services within each batching category
that are in the same review cycle are potentially unneces-
sarily duplicative of each other, and where«the potgntial for
such unnecessary duplication exists, the State Agency shall
conduét its review of such applications so as to compare the
potentially unnecessary dﬁplicative portions of the applica-
tions, and if one or more of the applicants are granted a
Certificate of Need, the comparative analysis shall be in-
cluded in the decision or‘deciSiqns. The determination that
applications are potentially unnecessarily duplicative shall

be made before the review cycle béginso

16,02, Applications Exempt from Batching. The State Agency shall

review independently from other applications any épplication.for a new

jnstitutional health service that is proposed solely to eliminate or,
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prevent the imminent safety hazards described in Code §16-2D~9(g) (1) (A)
or to comply with the licensure, accreditation or certification. stan—
dards described in Code §§16~2D-9(g) (1)(B) and (C). Reviews on such
completed applications shall begin weekly .in accordance with " Code

§16-2D-7(g) and CON Reg. §10.02,

Section 17, Public Access to Information.

The public shall have access to State Agency files in aé¢ordance
with Code §16-2D-7(s) and the West Virginia Freedom of InformafioniAct,
Code §29B~-1-1 et seq. The State Agency shall provide copies of mate-—
rials at a cost of twenty-five cents (25¢) per page copled.

Section 18, Review Criteria.

This regulation supplements Code §§16-2D-5(d) and (e), and 16-2D-6.

18.01. Health Systems Plans and Annual Implementation Plans. In
considering, under Code §16-2D-6(a) (2), the relationship of thé health
services being reviewed to the applicable health systems plan and annual
implementation plan, the State Ageﬁcy shall only consider such:relafion-
ship to such plans, or portions thereof, that have begn delivered to the
State Agency by fhe applicable health systems agency with a written
verification that such plans are a true and accurate copy of fhe plans
as adopted by the applicable health systems agency. All application
reviews that begin after the receipt of such verified health systems
plan and annual implementation plan shall be reviewed in relgtion té
such plans,

A Certificate of Need shall not be denied on the basis of a provi-
sion in the applicable health systems plan or annual implementation plan

if such provision is in conflict with the Proposed State Health Plan,
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the State Health Plan, these regulations, or the Code.

18.02. Proposed State Health Plan. The State Agency shall, in-

making its determination as to whether Certificates of Need shall be
issued, consider as review criteria supplementing those‘criteria'inVCode
§16~-2D-6(a), the applicable provisions of the Proposéd State Health
Plan, except any provisions of the Proposed State Health Plan‘in con—
flict with the State Health Plan, these regulations, or the Code shall

not be considered in determining whether a Certificate of Need shall be
issued. The State Agency shall consider the Proposed State Health Plan
in the applicatiqn,reviews.that begin after its adoption by the State-
wide Health Coordinating Council, .

18,03, State Health Plan. When the Governor approves a State

Health Plan, the State Agency shall use that Plan in the application
reviews that begin after such approval.

18,04, Relative Weight of Review Criteria in a Competitive Market.,

Where the. State Agency determines that a substantially competitive.
market exists or may occur for a health service, the State Agency may,
in its review of applications regarding such health service, give mini;
mal consideration to the following review criteria that tend to compen-—
sate for the absence of market gontrols in a noncompetitive market;
namely, the criteria in Code §§16-2D-6(a)(3), (5), (6), (7), (8), (10),

(5), (21), (22), and (26).

18.05. Competitive Effects. The State Agency shall, as part of
its consideration of whether the written findings in CON Reg. §10.03(a)
should be made with respect to an application, give significant consid-

eration to the review criteria regarding competition in Code
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§§16-2b-6(a) (19) and .(20). As a part of such consideration, the State
Agency may, particularly where sﬁpply of a health seﬁice is, or upon
approval of the application would be, within an acéeptable range of
supply for that service,. give significant consideration as. to whéthei
the applicant has sultably deménstrated that approval c;f the appiicafion
will, through the dimplementation of improvements or innovations in
financing, reimbursement, service delivery arrangements or through othe.r‘
means, strengthen the effect of competition on such service by creating
incentives »for the market to respond to quality of service delivered, .
prices phat;ged, or biy placing the applicant at greater financial risk.
For example, depending upon the circumstances, such innovations might
include pre~payment provider contracts with potential patients fof the
delivery of the service, arrangements for more reliance ﬁpon‘ private
payment for service where appropriate, or provider-insurer risk con=~-
tracts with clear limits on prices or such contracts with -effective
utilization controls.,

18.06. Use and Development of Standards. The State Agenéy may

utilize and develop standards relating to the review criteria in the
Code and these regulations. If a local or statewide standard is not.
available the State Agency may use nationally or commonly accepted
standards, which the State Agency finds relevant and appropriate.

Section 19. Progress Reports and Extension of the Duratioﬁg_f__g Certi-

ficate of Need.

This regulation supplements Code §16-2D-11(a).
(a) The State Agency shall require the person holding the Certi-

ficate to submit in writing to the State Agency, with a copy
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(b)

(c)

()

(e)

to the applicable health systems agency, .g report on the

progress being made toward.completion of the project according

to the timetable in the application. Such report shall be
submitted not less than forty-five (45) da&s"prior to the
expiration of the Certificate of Need and shall include:

(1) The current status of the project in relatioﬁ to the
timetable in the application;

(2) The projected date of completiong

(3) The causes of any delays encouniered;

(4) Changes in the projeét, inciuding any propqsed changes
for which a request is made for the State Agency to
determine whether the proposed change is rgviewaﬂle as a
substantial change under CON Rege. §21.

(5) The projected total project cost; and

(6) Compliance with any conditions of certification.

The person holding the Cértificate shall suﬁmit~any relevant

additional information whenever requested by the State Agency.

Creation of shelled in space shall not be considered comple~

tion unless explicitly pxovided for in the decision.

New conditions, unrelated to representations made by the

applicant, may not be added to the project at the.fime of

recertification.

In addition to reasons given in Code §16~2D-11(b), the~Certi—

ficate may be withdrawn by the State Agency in éccdrdance with

Code §16-2D-11(b) for failure to submit a complete and timely

progress report.
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(£)

(g)

(h)

The obligation for amy capital expenditure associated with a
prbject shall be incurred, as described in Code §16-2D-3(c),
witﬁin twelve (12) months after the Certificate of Need ié
issﬁed, except in the case of an application where the State.
Agency has approved a timetaﬁle submitted ‘under Code
§16~2D-7(d) for the obligation of a series of obligations for
capital expenditures for discrete 'components to be incurred
over a period longer than one year, the obligatioﬁ for the
first component'sﬁall bé incurred within twelve (125 months
after the Certificate of Need is issued. The twelve,(12)
month period for the incurring of an obligation required by
this subsection may, pursuant to a showing of good’cause by
the applicant, be extended by the State Agéncy'for up to‘én
additional six (6) months, but if any obligation that is
required to 5e incurred by this subsection has not beeﬁ in—-
curred wifhin eighteen (18) months of issuance of the Certifi-
cate of .Need, the Certificate of Need shall exﬁire at the end
of said eighteen (18) months,. |

If a renewal review is underway but is not complete at the end
of a certification period, the old Certificate shall automati-
cally be extended until the renewal review is complete.
Failure to request renewal of a Certificate of Néed prior fo
its expiration without a showing of good cause.wili result in

the automatic expiration'df the Certificate.

Section 20, Notice of Substantial Compliance.

This regulation supplements Code §16~2D-11(a). All new institu-
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tional health services shall receive a substantial complianceﬁreview by
the State Agency. No later than forty-five (45) days prior to licensure
or undertaking of the activity for which the Cerfificaéé of Need was
iséued, the applicant shall request in writing a substantial(compliapce
review by the Staté Agency. A copy of the request shall be éént to the
applicable health systems agency.

The State Agency shall issue findings as to substantial compliance
within forty-five (455 days of the receipt of the request for a substan—
tial cqmpliance review. The State Agency shall considef‘the recommenda-

tion ofnthe applicable health systems agency. If the State Agency -finds

that a project is not in substantial compliance with its Certificate of

Need, the State Agency may withdraw the Certificate of Need under Code -

§16-2D-11(b) and may direct revocation or denial of a license to Operate
the facility or seek a fine or injunction against the use or operation
of the facility under Code §§16—2D—12 or 13,

Where the State Agency finds that it would be impractical for the
applicant to prépare final cost figures for the project prior to the
time the project is ready for licensure or the undertaking of the activ-
ity for which the Certificate of Need was 1ssued, the State Agency's
notice of substantial compliance authorizing licensure or undertakipg of
the activity may be made conditional for up to one year»within which
time the applicant must provide documented final cost figures té tﬁe
State Agency. The Certificate of Need shall remain iﬁ effect until such
condition 1s removed, and upon failure of an applicant to provide such..
final cost figures‘ within the period allowed, the State Agency: may

withdraw the Certificate of Need under Code §l6-2D—11(b) “and bring
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enforcement actions under Code §§16-2D-12 and 13.

Section 21, Project Changes While a Certificate of Need Is in Effect.

This regulation supplements Code §16-2D-11.

21,01, Prima Facie Evidence of a Substantial Change. In making

its determination under Code §§16-2D0-3(3), 16—2D—§(j), and
16-2D-11(b) (1) (C) whether changes proposed in an approved project for

which a Certificate Need is in effect are substantial, the State Agency

-shall consider the following as prima facie evidence of a substantial

change:

(a) Change in location reducing accessibility. of patients who
otherwise have no alternativé to such services reasonably
available or é change in location to a county that was not
significantly impacted by the proposél when if was originally
approved;

(b) Addition in number or change in type of beds;

(c) Acquisition of major medical equipment not described iﬁ the
application'as part of the project;'

(d) Addition of health services;

(e) Increase or decrease in square footage in excess of ten (10)
percent, or one thousand (1,000) square feet, whichever is
greater;

(f) An unapproved capital expenditure, or an increase in the
approved capital expenditure in excess of the expenditure
minimum or in excess of twenty (20) percent, whichever is

greater,

21.02. Consequences of a Substantial Change Without a Certificate -
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of Need. Failure to inform the State Agency of a~pfoposed.substaﬁtia1
project change may result in withdrawal of fhe Cerfificéte.of Neéd b&
thé'State Agency in accordance with Code §16-2D-11(b). o

No proposed substantial project change shall be initiated.by an
apﬁlicant until a aetermiﬁatién of the need for,review has been made:by
the State Agency. The State Agency shall issue a decision as to whether
or not a new Certificate o% Need review is reqﬁired within fifteen.(ls)
days of the receipt of the request or if any additional.information is
then requested by the State Agency, within fifteen (15) days of'receipt
of the additional informationf Substantial changes maae without. a
Certificate of Need therefor may be grounds for imposing thefpenalties
referenced in CON Reg. §20 or may réquire the submissibn of a new appli-
cation for the changes.

Section 22. Transferability.

This section supplements Code §16-2D~11(a). A finding by the State
Agency that a transfer bf a Certifiéate of Need has occurred will result
in its withdrawal pursuant to Code.§16—2D-11(b). :

Section 23. (Deleted).

Section 24, Reconsideration of a Final Decision of the State Agency by

the State Agency.

This regulation supplements Code §16-2D-7(t).

24,01, Request for Reconsideration Hearing. A request for a

reconsideration hearing shall be gddressed to:
Director, State Health Planning and Development Agency
West Virgiﬁia Department of Health “
1800 Washington Street, East

Charleston, West Virginia 25305
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A request for a reconsideration hearing that does not show good

cause within the meaning of Code §16-2D-7(t) (1) shall be denied.

Section 25, Review Hearing of Any Final Decision of the State Agenéyngz.

the State Review Agency Designated by the Governor.

This regulation supplements Code §16-2D-10,

25,01, Request for Review Agency Hearing. A request for a Review

Agency hearing shall be in writing and shall state the basis upon which
“the hearing is requested. The request shall be addressed or delivered
to:

Chief Hearing Examiner

Office of Hearings and Appeals

West Virginia State Tax Department

1217 Quarrier Street

Post Office Box 2389

Charleston, West Virginia 25328

25,02, Stay of Review Agency Time Periods. The timely suﬁmission

to the State Agency of é request for reconsideration under CON Reg. §é4
shall stay the operation of all Review Agency time periods until the
State Agency has denied the request or issued a reconsideration deci-
sidn.

25.03 and 25,04, (Deleted).

25.05. Designation of Review Agency Hearing Officers. No person

who has taken part in any State Agency or applicable health systems
'ageﬁcy consideration or action upon the application may conduct a
hearing pursuant to these'regulations.

25.06, (Deleted).
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25.07., How Review Agency Heafings Conducted. Pending the decisipn
of the Review Agency, the State Agency or the Heariﬁg Officer may delay A
‘the effect of the State Agency Deciéion. o

The person requesting the hearing, as part of the request, shall
include an assignmént of the errors of lgw or procedure,

Failure of the person requesting the hearing to appear at the date,
time and place.of hearing shall, without a showing of good cause, result
in a dismissal of the proceeding. |

The Review Agency may continue a hearing or hold a reheéring dﬁ.éﬁ
application.. If no applicant appellant objects, the Review.Ageﬁcy may
grant a request for a general continuvance of an appeal, but if no appli-
cant apﬁellant seeks to pursue its appeal within one year of fhe grént
of a continuance, the appeal shall be considered as withdréwn with
prejudice.‘

25.08. (Deleted).

25,09. Form gg.Decision. Where the'hearing officer remands the
matter to the State Agency, the hearing officer may specify a date by
which further action shall be completed by the State Agency. The deci-
sion shall state if any findings of the State Agency are reversed or
revised. | |

25.10. Review Agency 'Regulations and  Procedures. The Review

Agency may adopt regulations and procedures for the conduétzof reviews
of State Agency decislons, except the Re#iew~Agency's regulations and
procedures shall not be inconsistent with'tﬁe Codé, these regulations,
or Title XV of the Public Health Service Act, as amended, Title 42

United States Code §300k et sed., and implementing regulations therefor,
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Title 42 Code of Federal Regulations Part 123,

Section 26, Applicability.

An application review begun prior tb the effective date of these
amended reguiations shall not be subject to the provisi§ns of these
amended regulgtioné that are not contained in Code §16-2D-1 et seq;,
except by request of the applicant.

Section 27. Severability.

If any section or provision of these reghlationé is declaréd uncon~
stitutional or void by any court of competent jurisdiction or the apéli—
cability thereof to any person or circumstance is held invalid, .'the
constitutionality or validity of the remainder:of the regulations and
the applicability thereof ;O other persons and ci:cﬁmstances shall not
be affected thereby, and to this end, the séctions and provisions of -
these regulations are declared to be severable.

Section 28. Construction.

Where Ccde §16-2D-1 et seq. or these regulations aré silent or
where they are ambiguous, but where they are not clearly inconsistent
with other provisions of ;he Code, they.should be construed so'as to be
consistent with Title XV of the Public Health Service Act, as aménded,
Title 42 United States Code §300k-1 et seq., and implementing regula-

tions, Title 42 Code of Federal Regulations Part 123,

. Page 44




N - ) ’ ’ Index

'Board of Health
Legislative Rule 16~2D
Series I

Certificate of Need
Index

Access to information and facilities,'SS
Acquire a health care facility, definition, §2.01
Acquisitions of health care facilities, exemptions, §4.05
Additional information to applications, §12
Amendments to applications, §12
Annual hospital rates form, §6
enforcement of, §10,01(d)
Appeal, generally, §25
Applicability of regulations, §26
Application, generally, §7
additional information to, §12
amendments to, §12
batching of, generally, §16
expedited, generally, §il
information required, §7.01
pre-~application conference, §9
review.criterié, generally, §18
review periods, generally, §l4
revisions to, §7.02
withdrawal of, §13

Authority, §1.02

Page 45




.. Index

Board of Health
Legislative Rule 16-2D
Series I

Certificate of Need
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exemptions from, §16.02
Batching Category, definition, §2.02
Certificate of Need, definition, §2.03
appeal of decision, generaliy; §25
applications, generally, §7
decision, §10.03
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extension of, §19
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reconsideration of decision, generally §24
scope of coverage, generally, §3
substantiél compliance with, §20
transfer prohibited, §22
Code, definition, §2,04
Competitive effects, §18.,05
Conclusion of such hearing, definition, §2.05
Consistent with the State Health Plan, §2.06
Construction of regulations, §28

Date upon which all parties received notice of the State Agency
decision, definition, §2.07

Decision, generally, §10.03.
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reconsi&eratién of, generally, §24

review agency, generally, §25
Definitions, generally, §2

acquire a health care facilify, §2.01

batching category, §2.02

Certificate of Need, §2.03

Code, §2.04 |

conclusion of such hearing, §2.05

consistent with the State Health Plan, §2.06

date upon which all parties received notice of the State Agency
decision, §2.07

emergency circumstances that pose a threat to public health, §2.08
expenditure minimum, §2.09

expenditure minimum for annugl operating costs, §2.10

health care facility, §2.11
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redistributes beds among various categories, §2.19
undertaken, §2.20
Effective date of regulations, §1.04

Emergency circumstances that pose a threat to public health,
definition, §2.,08

‘Exemptions, generally, §4
from batching, §16.02
Expenditure minimum, definition, §2.09
EXpendifure minimum for annual operating costs, definition, §2.10
Expedited application form, generally, §11
decision on, §11.05
eligibility for, §11.02
request for, §11.01
review of, §11.04
Filing date of regulations, §1.03
Health care facility, definition, §2,11
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Health services not assoclated with a capital expenditure with
projected annual operating costs of less than the expediture
minimum, exemptions, §4. 03
Hospital rates form, §6 |
enforcement, §10.01
letters of intent, §9
Long range plans, generally, §8

required for completeness of standard applications, §10.01(c)
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Major medical equipment, exemptions, §4.04 .
Major medical equipment not located in'a.health care facility, §3.01
Medically underserved population, definition,.§2.12 |
Organizations representing health care providers, definition, §2.13
Parties, definition, §2.14
Potentially unnecessarily duplicative, definition, §2.15
.Pre~application conference, §9
Progress reports on exemptions, §4.06
Project changes, generally, §21
Project, definition, §2.16
Proposal, definition, §2.17
Propoéed Stage Health Plan, definition, §2.18

use of, §18.03 |
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Reconsideration of a final decision. of the State Agency by the State
Agency, generally, §24

Redistributes beds among,various categories, definition, §2.19
Repeal for Former Regulations, §1.05
Review Agency hearing, generally, §25
" Review process, generally, §10
batching applications, generally §16
extensions'on réview periods, §14
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relative weight of, §18.04

review criteria, generally, §18
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Scope, generally, §1.01

Severability, §27

Standards, use and developient of, §18.06

State Agency Plan of Action with cooperating health carebfacilities, 53.02
State Health Plan, use of, §18.03

Stay of Review Agency time periods, §25.02
Substantial change, §21,01

'Supersession and repeal of former reéulations, §1.05
Undertaken, definition, §2.20

Withdrawal of exemptions, §4.06

Written findings for approval, §10.03(a)

Written finding in disapproval, §10.03(b)
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