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WEST VIRGINTA LEGISLATIVE RULES
BOARD OF HEALTH

CHAPTER 16-2D
SERIES I
(1982)

Subject: Certificate of Need.

Section 1. General.

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

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

1,03, ‘iling Date., These amended legislative rules were promul-
gated on the 2nd day of December, 1981, and were filed in the Office of
the Secretary of State on the 2nd day of Dacember, 1981.

1.04. Effective Date. These legislative rules became effective on

the 1st day of July, 1982,




Sec. 1.05

Board of Health
legislative Rule 16-2D
Series 1

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. (State
Health Planning and Development Agency) 16-2D, Ser. IT, Sec. 1 et seq.
(1979).

1.06. TForward, 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 all new institutional
health services shall be accomplished in a maunner which is
orderly, economical and consistent with the effective develop-
ment of nedessary and adequate means of providing for the
institutional health services of the people of this State and
to avoid unnecessary duplication of institutional health
services, and to contain or reduce increases in the cost of
delivering institutional health services;

(b) That the geaneral welfare 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 provisions of this article, needed in new Institutional
health services within this State be subject to review and
evaluation before any new institutional héalth services are
offered or developed in order that appropriate and needed
institutional health services are made available for persons

in the area to be served.
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Y Sec. 2.
Board of Health

Legislative Rule 16-2D
Series I
Section 2. Definitions.

As used in these regulations, all terms have the same meaning as
provided in the definition section (Code §16-2D-2) of the statutes.
Vefbatim definitions, therefore, are not repeated here,. Definitions set
forth below aumplify and clarify the statutory definitions ox define
terms not specifically set forth in the statute.

2.01l. Acquire a health cave facility means to obtain by purchase,

donation, lease, or comparable arrangement a health care faecllity's
assets used in the provision of health services, including 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 institutional health service is
in compliance with the inteat, 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) meaas 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 in Code

§§16-2D-9(b) (2), 16-2D-9(g) (1), and CON Reg. §10.03(a) (1) (AY({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 applicable objectives
of the State Health Plan, except any provisions of the State Health Plan
in conflict with the Code or these regulations shall not be considered
in determining consistency with such Plan, In determining consistency
with the State Health Plan, the State Agency shall wutilize 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(a) means
the date upon whiéh the applicant receives notice of the decision or the
date upon which legal notice of the decision appears 1n the Saturday
.Charleston Gazette and Charleston Daily Mail, whichever is later.

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

means those circumstances proclalmed as such by the Director of the West
Virginia Department of Health or those circumstances uﬁon. vhich the
Goverinor or the legislatuie basc a decision to proclaim a state of

emergency under Code §15-5-6.

»

2.09. Fxpenditure 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.S5. Depariment of Comwmerce Coamposite 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
Seriles 1

2.11., Health carc 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 in Code §9A-2-1, The West Virginia Chil-
dren's Home described in Code §26--1~1, or institutions operated by or on
behalf of the Department of Corrections. For purposes of this defi-
nition, "community mental health and mental retardation facility" weans
a public or private facility which provides such comprehensive services
and continuity of care as emergency, -outpatient, partial hospitqli—
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) means any of the popu-
lations of areas of the State designated.as Hediéally Underserved Areas
by the Federal Secretary of Health, Education, and Welfare in 41 Federal
Register 45717-75 (Cctober 15, 1976) based upon the wmethodology 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 Titie 42 Code of Federal Regulations §5lc.102(e) and developed under
the authority of the Public Health 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 necessarily the same as the
Health Manpower Shortage Areas also so designated. See 46 Federal

Register 23816-7 (April 28, 1981)].
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Sec. 2.13

Board of Health
Legislative Rule 16-2D
Series T

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

the definition of "affected person" in Code §16—21-2(2) dincludes, but is
not limited to, the following organizations:

(a) Association of Community Mental

Health/Mental Retardation

Programs of West Virginiaj

(b) Health Care Association;

(¢) Marshall Un{versity Medical School;

(a) Professional-Nursing Home Assoclation of Vest Virginiaj;
(e) Public Health Officers' Association;

(f) West Virginia Commission on Aging;

(g) West Virginia Council of Home Health Agencies;

(h) Vest Virginia Dental Association, Inc.;

(i) West Virginia Department of Health;

(i) West Virginla Department of Welfare;

(k) West Virginila Division of Vocational Rehabilitation;.
(1) West Virginia Hospital Associationj

(m) West Virginia League for Bursing;

(n) West Virginia Nurses Association;

(o) West Virginia Primary Care Study Group;

(p) WVest Virginia Public Health Assocliation;

(q) West Virginia School of Ostecopathic Medicine;

(r) West Virginla Sociefy of Osteopathic Medicine;

(s) West Virginia State Medical Association; and

(t) West Virginia University Medical School.

2.,14. Parties as used in Code §616-20-7(1)(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
Board 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 duplicative, used as a term to

describe applications, means applications in the same review cycle which
propose mnew institutional health services to serve the same‘or similar
health needs of the same, or partialiy the same, population.

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

2.17. Proposal means a proposed mnew institutional health service
as defiﬁed in Code §16-2D-3,

2.18, Proposed State Health Plan means the document prepared and

adoptel by the Statewide Health Coordinating Council pursuant to 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 classifi-
cation_to another (e.g., acute care, long térm care, obstetrical, pedi-
atric, etc.).

2.20. Undertaken, when used to describe an activity for which a
Certificate of Need was issued 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 wmajor medical equipment
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Sec. 3.02
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(i) and at any time it is proposed to
use that equipment to éerve inpatients of a hospital, a certificate of
peed shall be required before such equipment is so used, unless the use

is one described in Code §16-2D-3(i)(5) or CON Reg. §4.04,

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

Code §16-2D-5(e). For the purpose of advancing health service quality
assurance, cost effectiveness, access, and other purposes consistent
with the public nolicy of the State, as stated in Code §16~2D-1 et seq.,
and consistent with the national health planning pOllcy embodied in
Title XV of the Public Health Service Act, as amended, Title 42 quted
States Code §300k et seq., where the State Agency identifics 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, or
sharing of resources of such health care facilitics, and wmay, after
considering the anticompetitive impact in 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 Officcs. Except as provided in Code §16-2D-3(i),

private offices of physicians, private ¢linics of physicians, dentists
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Sec. 4.02
Board of Health

Legislative Rule 16--2D
Series 1
or other practitioners of the healing arts are, by Code $§16-2D-4(a) (1),
exempt from Certificate of Need review. A private office or private
clinie of a physiclan, dentist, or other practitioner of the healing
arts means any facility which:
(a) 1Is organized as a sole practifioner, partnership or has a
cetificate of authorization issued to a medical corporation. or
a dental corporation by the appropriate licensing board of
West Virginia pursuant to Chapter 30 of the Code; and
(b) Is not licensed or required to be licensed as an ambulatory
health care facility 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 onrAccredi—
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 federal or state government or from nenprofit cor—
porations or foundatioms, witﬁin, or without the State, other
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) (1) within thirty (30) days of the receipt of the
application, or 1f any additional information is then requested 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 reie~
vant in determining whether an activity is exempt from review under Code
§16-2D-4(b) (1) .

4,03, Health Services Mot Associated with a Capital Fxpendjture

with Projected Annual Operating Costs of less than the Expenditure
Minimum. The addition of certain health services mnot associated with a
capital expenditure may be exempted from review by the State Agency
under the authority of Code §16-2D-4(e). The applicant seeking such an
exemption shail complete an expedited applicatiod form for a Cextificate
of Need. After an application for the proposed health service is detexr-—-
mined to be complete by the State Agency, the State Agency sﬁall con—
sider if the proposed health service to be delivered is likely to be
substantially expanded within the next five years without being subject
to Certificate of Need review, and if such expansion is likely, whether
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 fiﬂdings:

(a) The addition of the proposed health service is not assoclilated
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 health service has no
obvious inconsistency with the State Health Plan or the
findings in CON Reg. §10.03(a) required for the issuance of a

Certificate of Need.
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Sec. 4.04

Board of Health
Legislative Rule 16-2D

Serles I

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

following criteria in addition 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 provide services

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

following criteria are acceptable to the Federal Secretary of Health and

Human Services:

(a)

(b)

()

4,05,

In the event of temporary emergency 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 proposed major medical
equipment could on a temporary basis aid in reducing the
danger; or

In those circumstances where a hospital that has iInpatients
wno will be served on a temporary basis by the preposed major
medical equipment has been denied a Certificate 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 paticents than the risk of providing
service by the use of the proposed major medical equipment,

Acquisitions of Health Care Facilities. Subject to the

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

Agency may under that subsection exempt frowm review the obligation of a

capital expenditure to acquire, either by purchase or under lease or
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Sec. 4.06 -
Board of Health

Legislative Rule 16-2D
Serles T
comparable arraungement, an existing health care facility appraised at a

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

4,06, Progress Reports and Withdrawal of Exemptious. Any health

care facility which has réceived 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 exemp-
tion. Failure to report progress or a substantial éhange in the scope
of the project as exempted will be cause for the State Agency to with-
draw the exemption or to determine that the change is subject to review.

Any person whose exemption is withdfawn and who wishes 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 owneré, gover—
ning boards, operators and staffs of health care facilities and health
maintenance organizations covered by these regulations shall provide
access to infcrmation, records, mecetlngs, sites and facilities pertinent
to an application currently under review by the State Agency, to the
State Agency upon proper notice and as is reasonable and necessary in
the performance of the Staté Agency's responsibilities in administering
the Certificate of Need program.

Section 6. Annual Hospital Rates Form.

This repulation supplements Code §16-2D-8(a)(2). The State Agency
shall provide consultation to health system agencies serving health
service arecas within the state in the development of a form .for the
annual collection from hospitals of the rates charged for each of the
twenty-five (25) wmost frequenfly used hospital services in the state,
including the average semi-private and private room rates,
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Sec. 7.
Board of Health

Legislative Rule 16-2D
Series I

If the health systems agencies collcctvthc 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. Application Required for Certificate of Need.

his regulation supplements Code §§16-2D-5(a), 16-2D-7(d) and (e),
and 16~2D-8(a)(l). An Application for a Cértificate of Need shall be
prepared on the form published by the State Agency and shall be sub-
mitted to the State Agency In aé many copies as requested. Additional
copies may be required by the applicable health systens agency.

7.01, Information Required. The information required on the

application form may include:

(a) 1Identification of the applicant;

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

(c) Description of the project;

(d) Timetable for impleﬁentation 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, including the medically underserved, by the project
and the éxtent to which the proposed service will be acces—
sible to that populations

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

partially uncompensated care;
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Sec. 7.01

Board of Health
legislative Rule 16-2D

Series I

(8)

(h)

(1)

(1

(k)

€]

()

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

Documented analysis of the proposal'’s relatlonship to the
existing health care system, to include providers of direct,
ancillary, and support services and health pfofessional
training programs in the area in which services are to 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 pr0pos;1 to the appli=-
cant's long range plan on file with the State Agency;
Documented analysis of the proposal’s relationship to the
State Health Plan, Proposed State Health Plan, and applicable
health systems plan and annual implementation planj

Analysis of the extent to which. competition allocates services
of the type being proposed and prowmotes quality assurance,
cost effesctiveness 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 10cal inspection agencies, and
copies of such survey reports, ox bortiOns thereof, may be
réquired;

Documentation of the availability of resources 1including

health care providers, management personnel, and funds for

capital and operating needs;

Page 14

R




Sec. 7.01
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Legislative Rule 16-2D
Series 1

(n) Coples of existing or proposed policies with respect to

employment of facility staff and, where applicable, admission
to medical staff membership;

(o) Preliminary financial feasibility study including an analysis
of historical and pfojected utilization, charges, source(s) of
revenue, stateuwents of revenues and expenses, statement of
changes in fund balance, balance sheats, and a statement of
the specific assumptions upon which the feasibility study was

based;

Do

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

citing consumer input into the applicant's decision—makipg
process;

(q) In the case of construction projects, a documented analysis of
the cost and methods of the proposed'conétruction, including
provisions for energy conservation, and the probable impact of
the proposed construction on the npplicant's cost of previding
health services;

(r) If applicable, documented analysis of the needs and circum—
stances of entities such as- health professional schools,
multidisciplinary clinics and gpecialty centers which provide
a substantial portion of their services to individuals not
residing in the health scrvice area in which they are located
or in adjacent health service areas;

(s) If applicable, documented analysis of the needs and circum—

stances of health maintenance organizations; and
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Legislative Rule 16-2D
Series 1

(t) If applicable, documented analysis of the need and circum-

stances of resecarch projects.

7.02. Application Revisions. The application form wmay be revised

and published periodically; as appropriate.

Section 8. Long Range Plans.

8.01. When Considered. Long range plans shall be considered in
Certificate of Need reviews in accordance with Code §16-2D-7(a) and CON
Reg. §10.01(c).

8.02. Contents., Fach 1long range plan as defipned in Code

§16-2D-2(v) shall consist of the overall plan for the health care facil—
ity proposing & new'institﬁtional health service for at least the fol-
lowing five-year period and ghall contain at a minimum:

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

(b) A statement of the goals and objectives of the organization
(e.g. construction, new service development, equipment pur-
chase, sharing/merger Arrangoements, staff recrultmznt);

(c) An analysis of the resources necessary to accomplish the goals
and objectives (e.g. manpower, finances);

(d) The assumptiouns and rationale which form the basis for the
goals and objectives which have been developed (e.g. popula-
tion, demographic data, health status, morhidity and mortal-
ity, area health resources, utilization);

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

(f) Supplements required by CON Reg. §3.03.

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

health care facility may be requested by the State Agency to provide the
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Sec. 9.
Board of Health

Legislative Rule 16-2D
Series T
following:
(a) The annual capital expenditure budget, 1f any, for the health
care facility{
(b) The annual report of the health care facility or its parent
corporation;
(¢) If the health care facility or its pavrent corporation is
required to submit an annual Form 10-K with the Securities and
Exchange Commission, a copy of such form.

Section 9. Letters of Intent aud Pre-Application Conference.

letters of intept, as provided for in Code §16-2D1-7(b), shall
contain sufficient information to inform the State Agency of the name
and the approximate locatlon, nature, scope, cost and timing.of_fhe
project. Letteré of intent shall be effective for one year. In re-
sponse to a letter 6f intent, the State Agency shall forward either.a
standard or an. expedited application form. In addition, the State
Agency may arrange & 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 means that
sufficient information 4s in the application for the State
Agency to make an informed decision, not that the information
in the application warrants an approval of the application.
(b) An apﬁlication under review for completeness but with no
response from thé applicant for a period of one year after the

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

(d)

(e)

dered withdrawn, and a new letter of intent and application

must be filed 1if the applicant desires to pursue the project.

The State Agency shall not, except in emergency circumstances
that pose a threat to public health, accept to review for
completeness a standard Certificate of Need applicafion unless
a long range plan, as defined in Code §16—20D-2(v), conforming
to CON Reg. §8, and adopted by the applicant within the pre—
ceding four years is on file with the State Agency.

Under the authority of Code 516;2D-8(a)(2), the State Agency
shall not, except 1n energency circumstances that pose a
threat to public health, accept to review for completeness a
Certificate of Need application from a hospital until that
hospital has submitted, if requested, to the applicable health
systems agency and the State Agency a copy of the annual
hospital rates form described in CON Reg. §6.

The State Azency shall not, except In ewergency circunstancas
that pose a threat to public health, accept to review for com-
pleteness a Certificate of Need application from a health care
facility subject to the financial disclosure provisioﬁs of
Code §16-5F-1 et seq, until  such facility has filed all

reports required therein.

10.02. Review of a Complete Application. This subsection supple-

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

(a) Notification of the beginning of the review as provided for 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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()

(c)

(d)

(e)

State Agency's notice of the beginning of the review shall
include whether the application 1s potentially vnnecessarily
duplicative of other appllications.
To be effectlve, a request.for a public hearing during the
review of an application must be in writing and 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, Fast

Charleston, West Virgiﬁia 25305
If a public hearing is held on an application and there are
other applications unde?going the same review cycle as such
application and one or more of those other applications have

been determined under CON Reg. §16.01(e) to be pocentially

"unnecessarily duplicative of such applicatibn, then any pﬁblic

hearing held on such application shal} also be held as a
hearing on such potentially unnecessarily duplicative appli-
cations.

The State Agency may continue a hearing or hold a rehearing on
an application.

If a public hearing is not conducted during the review of an
application, the State Agency shall, under the authiority of
Code §16-2D-7(0), close the review file on the application on

the seventy~fifth (75th) day of the review, except in the case
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(£)

(g)

of an expedited application where the applicable health sys-
tems agency has submitted its recommendation to the 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 systems agency has
submitted.in writing to the State Agency an indication that it
does not intend to subrit a recommendation with regard to an
application, and a ﬁublic hearing is not conducted during the
review of an application, then the State Agency may close the
review file on the application 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
ex parte contact prohibition of Code §16-2D-7(m)(4) attaches.
The schedule set forth in accordance with Code §§16-2D-7(c) (1)
and 16--2D-7{(m) 1is that in order for the applicable health
systems agency's recommendation with regard to an application
to be considered in the State Agency review of the applica-
tion, such health systems agency shall deliver its recomnen-
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 Cazette and Charleston Daily Mail, and
after allowing thirty (30) days for public comment, adopt
population projections, Such projections sﬁall be used in

Certificate of Need decisions as soon as adopted. 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
projections for the year five years after the calendar year in
wvhich the Certificate of Need decision is made.

10.03. Decision.

(a), tequired VWritten Findings for Approval. This subdivision
1 £ pp

restates 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
Certificaté of Need may only be issued if:
(A) The State Agency makes written findings that the
proposeﬁ new institutional health service is:
(i) Found to be needed; and
(ii) Except in emergency circumstances that pose a
threat to public health, consistent wifh the
State Health Plan; however, the State Agency
may not dJdisapprove an application solely be-
cause the proposed new Institutional health
service 1s not discussed in the State Health
Plan, Proposed State Health Pian, or applicable
health systems plan or annual implemantation
plan.
() After consideration of the appropriateness of the
use of existing facilities providing services simi-
lar to those being proposed, the State Agency makes

each of the following findings in writing:
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(i) That superior alternatives to such services in
terms of cost, efficiency-and appropriateuness
do not exlst and the development of such alter—
natives is not practicable; |

.(ii) That existing facilities providing services
similar to those_proposed are being used in an
appropriate and efficient manner;

(iii) That in the case of new construction, alterna-
tives to new construction, sﬁch aé moderniza-
tion or sharing arrangements, have been consi-
dered and have been implemented to the maximum
extent bracticable; i

(iv) That patients will experience serious problems
in obtaining care of the type proposed in the
absence of the proposed new service; and

(v) 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 plans of other agencics
of the Sfate responsible for the provision and
financing of long-term care facilities or
services including home health serviées.

(C) The State Agency ﬁakes a written finding, which
shall take into account the current accessibility of

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

new institutional health service will meet the
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(2)

eriteria 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 caplital expenditure not di-
rectly related to the provision of healfh services
or to beds or major medical equipment.

Notwithstanding review criteria in Code §16-2D-6(a) (12)

and required findings for approval in CON Reg.

§10.03(2) (1), if a health care facility which is con-

trolled, directly or indirectly, by a health maintenance

organization applies for a Certificate of Nead, such
application shall be approved by the State Agency if the

State Agency finds that:

(A) Approval of such application is requifed to neat the
needs of the menbers of the health maintenance
organization and of the new wembers which such
organization can reasonably be expected to enroll;
and

(B) The health maintenance organizatioa iIs unable fo
provide, through services or facilities vhich can
reasonably be expected to be available to the organ-—
izatjon, its institutional health services in a
reasonable and cost—effective manner which 1s con—
sistent with the basic method of operation of the
organization and which makes such services available

on a long—term basls through physiclans and other
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(3)

(A)

(3)

health professionals associated with it.

Notwithstanding review criteria in Code §16-2D-6 and

required findings for approval in CON Reg.

§10,03(a) (1), an application for a Certificate of

Need shall be approved, 1if the State Agency finds

that the facility or service with respect to which a

capital expenditure is proposed to be made is needed

and that the obligation of such capital expenditure

is consistent with the State Health Plan, for a

capital expenditure which is required:

(i) To eliminate or preveat imminent safety hazards
as defined by federal, state or local fire,
building or life safety cﬁdes or regulations;
or

(ii) To comply with state licensure standards; or

(i1i) To comply with accreditation or certification

standards, compliance with which is required 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.
An application for a Certificate of Need approved
under this subsection shall be 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)(A) (i), or to comply with the stan-
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(b)

(e)

dards - described in either CON Reg.

§§10.03(a) (3) (A) (ii) or (iii).

Written Finding if the Application I¥s Disapproved. This sub-
division restates Code §16-2D-9(e)(2). 1If fhe State Agency
disapproﬁes a proposed new institutional health service 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 supple-—

ments Code §§16~2D-9(h) (1) and 16-2D-9(k).

The decislon and findings shall be sent by certified mail
to the applicant and to parties to any hearing held on the
application and shall be sent or delivered to the applicable
health systems agency and shall be available to other persons
upon request (at a cost set out in the fea schedule referred
to in CON Reg. §17.).

Notice of the decision zhall be published as a legal
notice by the Stéte Agency in the Charleston Gazette and the
Charleston Daily Mail.

The State Agency shall provide to the applicant any
statement provided to the applicable health systems agency
under Coae §16-20-9(k) with regard to a State Agency decision
which is inconsistent with such health systems agency's recom-

mendation or health systems plan or annual implementation

plan.

Section 11.  Expedited Application Yorm.

This regulation supplements Code §16~-2D-7(v). The purpose of the

=y
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expedited application form shall be to permit approprlate consideration

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

scope, quality or costs of health services to be provided by a health

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

(a)

(b)

(c)
(d)
(e)

()

(g)

(h)

Changes required of a facility or organlzation in order to
comply with applicable bullding and fire codes and other laws
and regulations and standards designed to preserve life and
safety; or

Capital exPenditurés which do not i1involve the renovation,
replacemant or substantial change to the bed capacity or a
substantial change to the health serviqes of the facility; or
The replacement of equipment; or

Acquisition of health.care facilities; or

Substantial changes (as defined din 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 eliminate 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 orgaunizations;

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 wmedical office bulldings proposed by’
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hospitals or the provision of personal cére services by Iinter—
mediate care facilities; or
- (i) Any other application within the discretion of the State
Agency when there are no letters of intent on file for pro-—
jects that wmay be potentially unnecessarily duplicative,

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 of Eligibility of an Expedited Application

Form for a Project. Meeting any or all of the categorles in CON Reg.
§11 does not automatically render a project eligible for an expedited
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, affer an expedited project
application form ds submitted, the proj;ct will fequire a standard
-application form, the applicant will be required to complete a standard
application form,

Any affected person may present reasons to the Stafe Agency as to
why the applicant showld be given a standard application form. The
reagons shall be submitted in 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 form the
review shall be stopped, and, after the standard application form is
declared complete, the application shall be included in the next appro-

prlate review cycle.
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11.03. (Deleted)

11.04. Review of an Expedited Application Form. Except as other-

wise - provlided, standard revlew procedures shall be followed din the
review of an expedited application,

11,05, Decision on an Expedited Application, After the period for

the request of a public hearing has passed, the State Agency shall issue
its decision and findings in writing within ten (10) days after receiv-
ing the applicable health systems agency's recbmmendation; but, if no
recommendation is received from the health systems agency within sixty
days after the initiation éf the review, the State Azency shall, unless
CON Reg. §14 is invoked, issue its decision on or before the sixty fifth
(65th) day after the inftiation of such review. TIf the applicable
health systems agency has submitted in writing to the State Agency an
indication that it does not intend to submit a recommendation with
regard to an expedited application, then the State Agency wmay issue its
decision on the application after the thirtieth (30th) day of the
review, but no later than the sixty—fifth (65th) day of the review,
unless CON Reg. §14 is éxercised.

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 requasts additional information from an applicant
under the authority of Code §16-2D-7(i) and the applicant does
not provide the information in accordance with that Code
sectlon, the State Agency may:

(1) Exercise the review cxtension prévisiou of CON Reg. §14,
| or
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(2) Put a hold upon the running of the review of an expedited
application or upon a standard application in the batch-
ing cafegory of CON Reg. §16.01(a)(8), or
(3) Withdraw the applicatioan fron review.

(b) The extent of the additional information recelived from an
applicant with respect to the impact on the project originally
accepted for review may be cause for the State Agency to
determine the application to be a new prqposal, subject to a
new review cycle,

Section 13. Withdrawal of an Application.

Any applicant may withdraw an application at any time during the
review process without prejudice, This notice 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 any time during a review of an expedited appli-
cation or of a standard application in the Batching category of CON Reg.
§16.01(a) (8), the State Agenéy may grant an applicant's request that a
hold be put on the running of tﬁe 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. §106.01(a) (1)
through (7) without the agreement of all applicants with applications in
those batching categories 1n the same review cycle as the 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, or in the case of a standard applica-
tion, within ninety (90) days. In such situations the State Agency may

extend the review process for up to an additional thirty (30) days, but

if the review process 1is extended for a standard application in the

p

batching categories of CON Reg. §16.01(a) (1) through (7Y, all standard

applications in the same batching category that are in the sane revigw
cycle shall be similarly extended. Such situations shall include those
in which:

(a) A project is of such a comprehensive ﬁature that to review it
in ninety (90) days would not do justice to the applicant or
td the population which the  proposed project would serve;

(b) Additiénal information reclated to the review criteria is
requested from the applicant dn accordance with Code
§16-2D-7(i), and it is not provided by the applicant in accor-
dance with that Code section.

(¢) VWeather conditions or other natural disasters have prevented

the review process from taking place Iin a timely manner.

14.03. TFile Closing Date Extensions. If the State Agency 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 vreview is extended or the hold is
imposed, the State Agency may reopen the file and reastablish the file

. .
closing date.

If a public rehearing is scheduled, or if a file closing date is

extended or reestablishad, or if a hold or extension is put on a veview,

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 completed appli-
cations [except those éovered by CON Reg. §16.02] pertalning to similar
types of services, facilities, or equipment affecting the same health
service avea shall be considered in relation to each other.

16,01, Batching Catezories.

(a) The State Agency shall consider applications in relation to
each other according to the following batching categories:
(1) Medical-surgical: beds, major medicél equipment, or

health services associated with a capltal expenditure in
excess of the expenditure minimum;

(2) Psychiatric: beds, major nmedical equipment, or health
services associated with a capitél expenditure in ekcess
of the expenditure minimum;

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

(6) Intermediate care: beds, major medical equipmeﬁt. or

health services associated with a capital expenditure in
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(b)

(c)

7

D)

excess of the expenditure minimum;
Proposed new institutional health services that do not
fall in batching categories (1) through (6) but which
directly relate to: beds, major medical equipment, or
health services associated with a capital expenditure in
excess of the expenditure minimum.

Other proposed new institutional health services.

If an application is broader in scope than one batching cate-

gory, the components of the application shall be included in

as many batching categories as are appropriate,

(1)

(2)

Except for standard applications reviewed under CON
Reg. §16.01(c)(2), standard applications shall be re-
viewed in cycles beginning every four months. - On the
last working days of the weeks containing the first days
of the months of January, May, and September, the State
Agency shall collect by the batching categories of COM
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 those eight (8)
batches of standard applicaiions in accordance wifh Code
§16-2D-7(g) and CON Reg. §10.02.

Standard applications falling entirely into the batching
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 CON Reg.
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(d)

(e)

§16,01(a)(8). A ninety (90) 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 applications shall be reviewed in cycles beginning
each wesek, On the last working day of each week, the State
Ageuncy shall collect by the batching categories of CON Reg.
§16.01(a) the expedited applications determined to be complete
during that week, Reviews shall begin each week on those
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 potential for
snch unnecessary duplication exists, the State Ageﬁcy shall
conduct its review of such applications so as to compa%e the
potentially unnecessary duplicative 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 decisions. The determination that
applications are potentially unnecessarily duplicative shall

be made before the review cycle begins.

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

review independently from other applications any application for a new

institutional health service that is proposed solely to eliminate or
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prevent the imminent safety hazards described in Code 516-2D-9(g) (1) (A
or to comply with the licensure, accreditation or certification stan-
dards described in Code §§16-2D-9(g) (1)(RB) 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 Informatjon.

The public shall have access to State Agency files in accordance
with Code §16-2D-7(s) and thé West Virginia Yreedom of Information Act,
Code §29B—1—1 et seq. The State Agency shall provide coplies of mate-
rials at a cost of twenty-five cents (25¢) per page copied,

Section 18, Review Criteria.

This rcgulation supplements Code §8§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 Agency shall only consider such relation-—
ship te such plans, or portions thereof, that have been delivered to the
State Agency by the applicable health systems agency with a written
verification that such plans are a true and accurate copy of the plans
as adopted by the applicable health systems agency. All application
reviews that begin after the receipt of such verified hecalth systems
plan and annual implementation plan shall be reviewed in relation to
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 wvhether Certificates of Need shall be
issued, consider as review criteria supplementing those criteria in Code
§16~-20-6(a), the applicable provisions. of the Préposed 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
mafket exists or may occur for a health service, the State Agency may,
in its review of applications regarding such health service, give nini-
mal consideration to the following review criteria that tend to compen-
sate for the absence of market controls in a noncompétitive market;
namely, the criteria in Code §516-2D-6(a)(3), (5), (6), (7), (8), (10),
(15), (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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§516-2D-6(a)(19) and (20). As a part of such consideration, the State
Agency may, particularly where supply of a health sexrvice 1s, or upon
approval of the application would be, within an acceptable range of
supply for that service, give significant consideration- as to whether
the applicant has sultably demonstrated that approval of the application
will, through the implementation of improvements or innovations in
financing, reimbursement, service deliverj arrangements or through other
means, strengthen the effect of competition on such service by creating
incentives for the market to respond to quality of service delivered,
prices charged; or by gplacing the applicant at greatar finanéial risk.
For example, depending upon the clrcumstances, such innovations might
include pre-payment provider contracts with potential patients for the
delivery of the service, arrangements for more reliance uvpon private
payment for service where appropriate, or provider—insurer riék con—
tracts with clear limits on prices or such contracts with effective
utilization controls.

18,06, Use and Development of Standards. The State Agency 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 Duration of a 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)

(d)

(e)

to the applicable health systems agency, a Yeport 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) days prior to the
expiration of the Certificate of Need and shall include:

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

(2) The projected date of coﬁpletion;

(3) The causes of any delays encountered;

(4) Changes in the project, including any proposed changes
for which a request is made for the State Agency to
determine whether the proposed change is reviewable as a
substantial change under CON Reg. §21.

(5) "The projected total project cost; and

(6) Compliance with any conditions of certification.

The person holding the Certificate shall submit any relevant

additional information whenever requested by the State Agency.

Creation of shelled in sbace shall not be considered comple-~

tion unless cxplicitly provided for in the decision.

New conditionz, unrelated to representations made by the

applicant, may not be added to the project at the time of

recertification.

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

ficate may be withdrawn by the State Agency in accordance 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 any capital expenditure associated with a
project ;hall be incurred, as described in Code §16-2D-3(c),
within twelve (12) months after the Certificate of Need is
issued, except In the case of an application where the State
Agency has approved a tiunetable 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 obligation for the
first component shall be incurred within twelve (12) wmonths
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 Agency for up to an
additional six (6) months, but 1if any obligation that is
required to be incurred by this subsection has not been in—
curred within eighteen (18) months of issuance of the Certifi-
cate of Need, the Cer£ificate of Need shall expire 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 Certifiéate shall automati—
cally be extended until the renewal review is complete.
Failure to request renewal of a Certificate of Need prior to
its expiration without a showing of good cause will result in

the automatic expiration of the Certificate.

Section 20. Notice of Substantial Compljance.

This regulation supplements Code §16~2D~]11(a). All new institu—
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tional health services shall receive a substantial compliance review by
the State Agency. No later than forty-five (45) days prilor to licensure
or undertalking of the activity for which the Certificate of Need was
issued, the applicant shall requést in writing a substantlal compliance
review by the State Agency. A copy of the request shall be sent to the
applicable health systems agency.

The State Agency shall issue findings as to substantial compliance
within forty-five (45) days of the receipt of the request for a substan-—
tial compliance review. The State Agency shall consider the recommenda-
tion of the 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 1t would be impractical for the
applicant to prepare final cost figurves for the project prior to the
time the project is ready for licensure or the undertaking of the activ-
jty for which the Certificate of Need was issued, the State Agency's
notice of substantial compliénce authorizing licensure or undertaking of
the activity may be made conditional for up to one year within which
time the applicant must provide documented final cost figures to the
State Agency. The Certificate of Need shall remain in 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 §16-2D-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 Fvidence of a Substantial Change. In making

its determinatioﬁ under Code §§16-2D-3(3), 16—2D~§(j), and
16-2D-11(b) (1) (C) whether changes proposed im 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 suﬁstantial
change:

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

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

(c) Acquisition of majer medical equipment mot described in tbe
application as part of the project;

(d) Addition of health services; |

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

(f) An unapproved capital expenditure, or an increase in the
approved capital expenditure 1in excess of the expenditure
pinimum or in excess of twenty (20) percent, whicheve? is
greater,

21.02, Consequences gﬁ_E.Sﬁbstantial Change Without a Certificate
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of Need. Failure to inform the State Agency of a proposed substantial
projeét change may result In withdrawal of the Certificate of MNeed by
the State Agency in accordance with Code §16-2D~11(b).

No proposed substantial projeét change shall be initiated by an
applicant until a determination 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 required within fifteen (15)
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 information., Substantial changes made without a
Certificate of Need therefor may be grounds for imposing the penalties
referenced in CON Reg. §20 or may require the submlssion of a new appli-
cation for the changes. |

Section 22. Transferability.

This section supplements Code §16-2D-11(a). A finding by the State
Lgency that a transfer of a Certificate of Neel has occurrec will result
in its withdrawal pursuant to Code §16-2D-11(b).

Section 23. (Deleted).

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

the Statce Agencz.

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

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

reconsideration hearing shall be addressed to:
Director,_State Health Planning and Development Agency
West Virginia Department of Health
1800 Washington Street, Fast
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 Agency by

the State Review Agency Designated by the Governor.

This regulation supplements Code §16-20-10,

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 Revicw Agency Time Periods. Tne timely submission

to the State Agency of a request for reconsideration under CON Reg. §24
shall stay the operation of all Review Agency time periods until the
State Agency has denied the request or issued a reconsideration deci-
sion.

25,03 and 25.04. (Deleted).

25.05. Designation of Review Apency Hearing Officers. No person

who has taken part in any State Agency or applicable health systems
agency conslideration 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 Bearings Conducted. Pending the decision

of the Review Agency, the State Agency or the Hearing Officer may delay.

the effect of the State Agency Declsion.

The person requesting the hearing, as part of the requesi, shall
include an assignmént of the errors of law 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 ho}d a rehearing on an
application., If no applicant appellant objects, the Review Agency may
grant a request for a general continuance of an appeal, but if no appli-
cant appellant secks to pursue its appeal within one year of the grént
of a continuance, the appeal shall be considered as withdrawn with
prejudice,

25,08, (Deleted).

25.09. Form of Decision. Where the bhearing 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 Apency. The deci-
sion shall state 1if 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 conduct of reviews
of State Agency decisions, except the Review Agency's regulations gnd
procedures shall not be inconsistent with the Code, these regulations,
or Title XV of the Public Health Service Act, as amended, Title 42

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

Section 26. Applicability.

An application review begun prior to the effective date of these
amended regulations shall not be subject to the provisions of these
amended regulationé that arc 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 regulations is declared uncon—
stitutional or void by any court of competent jurisdiction or the appli-
cability thereof to any person or circumstance is held invalid, the
constitutionality or validity of the remainder of the regulations and
the applicability thereof to other persons and circumstances shall not
be affected thereby, and to this end, the sections and provisions of
these regulations are declared to be severable.

Section 28, Construction,

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

sulations Part 123,

o

tions, Title 42 Code of Fedasvral Do
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Access to information and facilities, §5
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
Appliéation, generally, §7
additional information to, §12
amendments to, §12
batching of, generally, §16
eipedited, generally, §11
information required, §7.01
pre—application conference, §9
review criteria, generally, §18
review periods, generally, §l4
revisions to, §7.02
withdrawal of, §13

Authority, §1,02
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Batching of applications, generally, §16
batching categorles, §16.01
batching category, definition, §2.02
exemptions from, §16.02

Batching Category, definitionm, §2.02

Certificate of Need, definition, §2.03
appeal of decision, generally, §25
applications, generally, §7
decision, §10.03
exemptions, generally, §4
extension of, §19
progress reports on, §19
reconsideration of decision, generally §24
scope of coverage, generally, §3
substantial compliance with, §20
transfer prohibited, §22

Code, definition, §2.04

Competitive effeccts, §18,05

Conclusion of such hearing, defianition, §2.05

Consistent with the State Health Plan, §2.00

Construction of regulations, §238

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

Decision, generally, §10,03
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appeal of, generally, §25
expedited application, §11.05
reconsideration of, generally, §24
review agency, generally, §25

Definitions, generally, §2

acquire a hgalth care facility, §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 receilved 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 annual operating costs, §2.lb
health care facility, §2.11
medically undersexrved population, §2.12
~organizations representing health care providers, §2,13
parties, §2.14
potentially ununecessarily duplicative, §2,.15
project, §2.16
proposal, §2,17

Proposed. State Health Plan, §2.18
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redistributes beds among varlous 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, generaily, §4
from batching, §16.02
Expenditure ﬁinimum, 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
Health maintenance organizations, exemptions, §4.02
Health services not associated with a capital expenditure with
projected anunual operating costs of less than the expediture
minimum, exemptions, §4.03
Hogpital 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 or exemptions, §4.06
Project changes, generally, §21
Project, definition, §2.16
Proposal, definition, §2.17
Proposed State Health Plan, definition, §2.18
use of, §18.03
Public access to information, §17

Reconsideration of a final decision of the State Agency by the State
Agency, generally, §24

Redistributes beds among various cétegories, definition, §2.19
Repeal for Former Regulations, §1.05
Review Agency hearing, generally, §25
Review process, generally, §10
batching applications, generally §16
extensions on review periods, §14
holds on review periods, §14
relative welght of, §18.04

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

Severability, §27

Standards, use and development of, §18,06

State Agéncy Plan of Action with cooperating health care facilities, §3.02
State Health Plan, use of, §18,03

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

Supersession and repeal of former regulatione, §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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