STATE OF WEST VIRGINIA
OFFICE OF THE GOVERNOR
CHARLESTON 25305

JOHN D. ROCKEFELLER IV March 8, 1978 OFFicE OF HEALTH AFFAIRS
GOVERNOR

FILED 1 THE OFFICE OF
SECRETARY OF STATE
THS DatE3) ¢/ 2 ¢

Enclosed are three copies of regulations issued by this agency
regarding the administration of the Certificate of Need program in West
Virginia. These regulations are proposed for adoption by this agency
pursuant to §16-2D-1 et seq. of the West Virginia Code. As these are
entirely new regulations, none of the language of the regulations is
underlined and no language has been deleted.

Dear Mr. Manchin,

I hereby certify that the attached regulations are true and accurate
coples of official regulations proposed for adoption by this office as
of March 8, 1978. Enclosed also are three copies of the notice of
hearing on these regulations. Please return one stamped copy of the
regulations and the notice to this office.

e

Georg¢é T. Olson
Director

State Health Planning
and Development Agency

Thank you.

Mr. A. James Manchin

Secretary of State

State Capitol Building
Charleston, West Virginia 25305







March 22, 1978

AMENDED NOTICE

(Location Change)

A Public Hearing at which interested parties may submit data,
objections, suggested amendments, views, evidence and arguments
orally or in writing concerning the proposed regulations of the
State Health Planning and Development Agency which clarify the pro-
visions of the West Virginia Certificate of Need law (the Code of
West Virginia as amended, Chapter 16, Article 2D, Section 1-13)
and which set forth procedures for administration of the Certificate
of Need law, will not be held in the Senate Judiciary Room #269,

State Capitol Building, as previously announced in correspondence
dated March 7, 1978. .

The meeting will be held

on: April 18, 1978
2

at: 1:30 p.m.

in: North Briefing Room
Lower Level
Science and Culture Center
State Capitol Complex
~Charleston, West Virginia
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FiLED T THE FFICE OF
GECRETANY OF STATE

s SnERl g8

WEST VIRGINIA ADMINISTRATIVE REGULATIONS
STATE HEALTH PLANNING AND DEVELOPMENT AGENCY

CHAPTER 16 ARTICLE 2D
SERIES I
Subject: Clarification of Provisions of the West Virginia
Certificate of Need Law (the Code of West Virginia (1931) as
amended, Chapter 16, Article 2D, Sectiouns 1-13.) and procedures
for administration of the Certificate of Need Law.
CON Reg. 1. GENERAL.

§1.01. SCOPE AND PURPOSE. These regulations shall be

used to administer the Certificate of Need program for the
State of West Virginia.

§1.02. AUTHORITY. These regulations are issued under

the authority of Article 2D, Chapter 16 of the West Virginia
Code of 1931, as amended..

§1.03. EFFECTIVE DATE.

§1.04. TFILING DATE. These regulations were filed in

the Office of ‘the Secretary of State on _March 8 , 1978.

§1.05. FORWARD. The health care needs of West Virginians
are extensive and demand the development of new health
services in the State. This development will require the

use of vast financial resources and manpower. Since these
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Ad. Rég. 16-2D §2
Series 1

resources are limited, the State must take steps to insure
that they are used effectively.

The Certificate of Need‘program can serve as .a tool to
help insure that health service development in the state
takes place in a rational way and that the puglic in West
Virginia has a voice in this development. The goal is the
development of an effecfive and efficient health care system
which is accessiblg go the residgnts of the State. This
wiil mean, at times, that difficult and unpleasant decisions
will have to be made when development proﬁosed by individuals
or institutions is not in accord with this goal. The
Certificate of Need legislation provides the tools to makeb
these decisions and brings into that decision-making process
all persons affected by such decisions. Because the ﬁrocess
invqlves.the public as well as State Government, it will
require the commitment of both health.profeséionals and the
consumer public in making rational and necessary decisions.

CON Reg. 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 statute. Verbatim definitions,
therefore, are not repeated here. Definitions set forth

below amplify and clarify the statutory definitions or
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Series 1

define terms not specifically set forth inm the statute.
§2.01. The term "ambulatory health care facility"
means a faecility, which is free standing and not physically
attached to a health care facility and which provides health
care to noninstitutionalizéd and nonhomebouné persouns omn an
outpatient basis. This definition does not include the
legally authorized practice of mediciﬁe by any one or more
persons in the private offices of amy health care providers.
In determining that a health care provider is an ambulatory
care facility and not a private office or private clinic of
a physician, dentist or other practitioner of the healing
arts, the State Agency shall consider the following:.

1) "The facility is organiéed as a not—-for-profit
corporation rather than as a professional corporation
under Chapter 30 of the code.

2) Whether the provision of care is financed and
operated or administered by or on behalf of a
public entity, governmental entity or hospital.
The term "financed" shall not include acceptance
of payment of patients' accounts by Medicare,
Medicaid, or other state or federal aggncies.

3) Whether the fécility is aceredited or has applied
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Ad. Reg; 16-2D $2.02

Series 1
for accreditation with the Joint Commission on
Accreditation of Hbépitals, Group Health Association
of America or other recognized accrediting body as
an ambulatory health care facility.,

4) Whether the facility is licensed or required to beu
licensed as an ambulatory heélth caré facility by
the Sta;e of West Virginia.

§2.02. The term "applicant" means the owner/operator
or legally constituted governing body«responsiblé fo: the
operation of an existing or proposed health care facility or
health maintenance organizaﬁion. In the case of a proposed
health care facility or health maintenance organization,
incorporators or promoters who will not be the actual owner/operator
or legally constituted governing body of the facility or
organization once it is operational shall not be the applicant.

§2.03. The term "capital expenditure" means an expenditure
in excess of $150,000 including a force account expenditure,
which under generally accepted accounting principles consis-
tently applied is a capital expenditure. ;t includes but it
.is not limited to site acquisitions, transfers of ownership,
purchase of equipment, modernization,'renoyatiqn and new

construction. Any acquisitions by or on behalf of a Health
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Ad. Reg. 16-2D §2.04
Series 1

care facility or health maintenance organization under lease
or comparable arrangement, or through donation, which would
have required review had the acquisition been by purchase
are also included.

§2.04. The term "Certificate of Need" means a document
issued by the State Agency indicating that the proposed'new
institutional health service 1s in compliance with the
intent, purposes and provisions of Chapter 16, Article 2D of
the €Code of West Virginia (1931), as amended, and that a
need exists for the proposed new institutional health service.

§2.05. The term "constructién" means the erection,
building, replacement, alteration, modernization, improvement,
renovation, or modification of a health care facility or
health maintenance.organization.

§2.06. The term "institutional health services,”
except as used in CON Reg. §3 means health services prpvided
in or through health care facilities or health maintenance
organizations and, except as otherwise specified in these
regulations, the term shall include the entities in or
through which such services are provided.

§2.07. The term "total bed capacityﬁ means the total

number of beds within the facility, whether lidensed or

unlicensed.
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Ad. Reg. 16-2D §2.08
Series 1

§2.08. The term "existing bed complement" means the
number of adult and pediatric beds permanently maintained
for lodging in-patients in a health care faciiity. For
purposes of this definition "permanently maiﬁ;ained" means
that the beds must be immediately available for use by
patients and housed in patient rooms or wards (i.e., mot in
corridors or as temporary beds) and is not limited to the "
licensed beds of the health care facility.

“§2.09. The term "conversion of beds"” inclpdes.a change
in the status of beds from one classification to another.
(e.g., acute care, long term care, obstetrical, pediatric,
etc.)

§2.10. The term "transfer of ownership" means an
acquisition of assets of a corpération, partnership or
individually owned health care facility by a newly formed or
an existihg'corporation, partnership or by an individual
sufficient to effect controlf

§2.11. The term "Health Systems Agency" means the
nonprofit private organization organized and operatgd as
required by the National Health Planning and Resources
Development Act of 1974 (P.L. 93-641).

§2.12. The term "State Agency" means the State
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Ad. Reg. 16-2D §3

Series 1

Health Planning and Development Agency designated to ;dminister
an Administrative program and carry out health planning. and
development functions prescribed by the National Health
Planning and Development Act of 1974'(P.L..93—641).

CON Reg. 3. SCOPE OF CERTIFICATE OF NEED COVERAGE.

These regulations cover the offering or development of any
new institutional health service within this state. For
purposes of this section, "new institutional health service”
shall include:

1) The construction, development, or other establishment
of a new health care facility or health maintenance
organization;

2) The partial or total closure or relocation of a
health care facility or health maintenance organi-
zation;

3) Any expenditure by or on behalf of a health care
facility, he§1th care provider except as exempted
in CON Reg. §4 or health maintenance organizatioh,
in excess of one hundred fifty thousaﬁd dollars
($150,000.) which, under generally accepted accounting

principles consistently applied, is a capital

expenditure; where a person makes an acquisition
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Series I

by or on behalf of a health care facility, health

care provider egcept as exempted in CON Reg. §4 or

health maintenance organization under lease or
comparable arrangement, or through.donatioﬁ, which
would have required review 1f the acquisitioﬁ had
been by purchase such acquisition shall be deemed
an expend;ture.subject to review. A series of
capital expenditures, each less than one hundred
fifty thousand dollars, may be determined by the

State Agency to be a single capital expenditure

subject to review. In making its‘determinationﬂ

under this Section, the State Agency shall consider:

a) if the expenditures are'for cémponentsuof a
system which is required to accomplish a
single purpose;

b) if the expenditures are to be made over a one
to two year period and are directed towards
the accomplishment of a single goal within
the health care facility's long range plan;

c) if the expenditures are to be made within a
one to two year period witﬁin~a single department
such that they will constitute é.significant

modernization of the department;
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Ad. Reg. 16-2D §3
Series I
4) A change in the existing bed complement of a

health care facility or health maintenance organi-

zation through:

a) the addition or conversion qf ten (10) or
more beds or more than ten percent (ld%)
of the total bed capacity of such facility or
organization, whichever is less; or

b) the relocation of ten (1l0) or more beds or
more than ten percent (10Z) of the total bed
capacity of such facility or organization,
whichever is less, from one physical facilityi.
or site to another. A series of additions,
conversions or relocations of beds, each less
than ten. (10) beds or ten percent (10%) of
the total bed capacity of such facility or
organization, whichever is less, may be
determined by the State Agency to be a singie.
change subject to review;

5) Health services which are offered in or through a

health care facility or health maintenance organization
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Ad. Reg. 16-2D : §4

Series 1
and which were not offered on a regular basis in
or through such health care facility or health
maintenance organization within thé twelve (12)
month period prior to the time such services would
be offered;

6) The deletion of one or more health services,
previously offerea on a regular basis by a health '
care facility or health maintenance organization
or the relocation of one or more health services
from one physical facility or site to another;

7) Expenditures in excess 6f one hundred fifty thousand
dollars ($150,000.) in preparation for the offering
or development of a new institutidnal health
service and any arrangement or commitment for
financing the offering or development of the new
institutional health services.

CON Reg. §4. EXEMPTIONS. The following health care

providers are exempt from coverage of the Certificate of
Need program:
§4.01L. Private offices of physicians, private clinics

.of physiciahs, dentists or other practitiéners*éf the healing

arts.







Ad. Reg. 16-2D | §4.01
Series 1
a) A private office or private clinic of a

physician, dentist, or other practitioner

of the healing arts means any facility

which:

1 Is orggnized as a sole practitioner, partnership
or has a certificate of authorization issued
tO‘a:mgdical corporation or a dental corporation’
by the appropriate licensing board of West
Virginia pursuant to Chapter 30 of the Code;
;nd

2) 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 Vifginia Cod2 ¢r is. not an
ambulatory care facilitf as defined by the
State Agency pursuant to these regulations;
.and

3) Has not réeceived or applied for aécreditation
as an ambulatory health care fécility from
the Joint Commission on Accreditation of
Hospitals, Group Health Association of America,

or other récognized,accrediting body; and
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Ad. Reg. 16-2D §4.02
Series T
4) Has not received grants or loans within the

past'twenty years from the federal or state
government or from nonprofit corporations or
foundations, withiﬁ, or without the State,
other than grants solely for the purpose of
research or for clinical experience'for
physicians completing residency programs.

b) A private office or private clinic does not include
any space under lease or other arrangement from a
health care facility or health maintenance organi;
zation for use by a phyéician, dentist, or other
practitioner of the healing arts or group of same,
where such space is within the confines of a
health care facility or health maintenapce organi-
zation for provision of serviées traditionally
falling within the context of ancillary services
offered by that health care facilitf or health
maintenance organization.

§4.02. Dispensaries and first aid stations located withinr

business or industrial establishments maintained solely for

the use of employees; provided, that such facility does not







Ad. Reg. 16-2D . §4.03
Series 1

contain inpatient or resident beds for patients or employees
who generally remain in the facility for more than twenty-
four hours;

§4.03. FEstablishments, such as motels, hotels and
boarding~hquses which provide medical, nursing personnel and
health related services;

§4.04. The remedial care or treatment of residents or
patients in any home or insitution conducted only for those
who rely solely upon treatment by prayer or spiritual means
in accordance with the creed or tenets of any recognized
church or religious denomination;

§4.05. Health care facilities or health maintenance
organizations which on the effective date (July 8, 1977) of
Article 2D, Chapter 16 of the West Virginia Code were committed
to a2 formal plan of development or expansion of new institu-
tional health services, where preliminary expenditures
toward that formal plan of development or expansion of one
hundred fifty thousand dollars or more were made during the
three year period p;eceding,the effective date of thé Article,
or which prior to the effective date of Article 2D, Chapter 16
of‘the West Virginia Code received approvél of a formal plam

of development or expansion from the State comprehensive
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Ad. Reg. 16-2D . §4.05
Series 1

health planning agency (heretofore created by executive
order of the governor of West Virginia).

a) The determination of whether a health care facility
or health maintenance organization-is exempt under
CON Reg. §4.05 and the extent to which such exémption
shall apply, shall be made by the State -Agency,
based upon satisfactory evidence and documentation
submitted to the State Agency by health care
providers, health care facilities or health maintenance
organizations réquestingAan exemption.

b) All requests for an exemption because of a formal
plaﬁ of development or prior approval of a plan by
the State comprehensive health planning agency
shall be submitted in writing to the State Agency
no later than (30) days from the effective date of
these regulations. The decision as to whether or
not an exemption shall be granted'shall be made
within'éixty (60) déys of the receipt by the State
Agencj of the request and any supporting materials,

requested by the State Agency.
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Ad. Reg.
.Series I

c)

d)

16-2D §4.05

An exemption granted under Chapter 16, Article 2D
or CON Reg. §4.05 (b) aSove shall be valid for one
year from the date it is issued. Any health care
facility or health maintenance organization which
has received such an exemption shall report the
progréss toward completion of the exempt development
or expansion tq~the State Agency and request a
renewal not more than ninety (90) nor less than
forty-five (45) days prior to the expiration date
of the exemption. Failure to report progress
and/or failure to demonétrate that sufficient
progress is being made toward completion of the
exempt development or expansion as approved may be
cause for the State Agency to revoke the exemétidn.
Abandonment of a project which has been granted an
exémption or any substantial change in the plan
shall be cause for revocation of the exemption.
Health care facilities and health maintenance
organizations are required to have an exemption,
whether original or renewed, until completion of
the project. Exemptions may'be'renewed by the

State Agency for additional periods of one year or
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Ad. Reg. 16-2D §5

Series. 1
less in order to expeditiously complete the project.
Shelled-in space is not considered completion
unless explicitedly provided for in the exemption
decision.

e) Any person or entity whose exemption is revoked

and who wishes to proceed with any development oOr
expansion must obtain a Certificate of Need in
accordance with these regulations.

CON Reg. §5. ACCESS TO INFORMATION AND FACILITIES.

The owners, governing 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
applicafion under review before the State Agency, ta the
State‘Agency'upon proper notice and as is reasonable and
necessary in the performance of the Agency's responsibilitiés
in administering the Certificate of Need program.

CON Reg. §6. DELEGATION OF RESPONSIBILITY AND USE OF OTHER

AGCENCIES AND ORGANIZATIONS. The State Agency may seek the
advice and assistance of other persons, agencies and organizations

including the designated Health Systems Agency in the performance
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Ad. Reg. 16-2D

Series 1 §7

of the State Agency's responsibilities under the Certificate

of Need program.

CON Reg. §7. APPLICATION REQUIRED FOR CERTIFICATE OF NEED.

An Application for a Certificate of.Need shall be prepared
on the standard form published by the State Agency. Three
copies shall be submitted to the State Agency. Additional
copies may be required by the designated Health Systems
Agency for the area in which the proposed new institutional
health service is located.

In the case of a proposed health care facility or
health maintenance organization. incorporators or promoters
who will not be the actual owner/operator or legally constituted
governing body of the facility or organization once it 1is
operational, shall not Be the applicant. One or more persons
shall be officially authorized in writing by the governing
body to sign for and act for.the applicant during the review.
Where the operator is different from the owner the operator's
name shall also be given on the application form.

§7.01. The information required on the application
form Shall.include but not be limited to:

a. Identification of the applicant;

b. Description'of the project;







Ad. Reg. 16-2D - §7.01
Series I
c. The consistency of the project With the appropriate
health systems plan and annual implementation plan
and state health plan;
d. The relationship of the project to the applicant's

current long range plan on file with the State

Agency;

e. The need of the population to be served for the
project;

£. A demonstration that less costly or more effective

alternatives to the project were considered by the
applicant;

g. Assurances of the availability of resources,
including staffing and funding;

h. The relationship of'the project to support services;

i. A. demonstration of how the project will promote
cost containment;

j. A financial feasibility study;

k. In the case of research projects, health maintenance
organizations, or projects serving persons outside
the health service area, documentation of any.
special needs and circumstances{

1. A timetable for completion of the project;
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Ad. Reg. 16-2D §7.02
Series 1
m. Policies for patient admission and medical staff
membership;
n. Any endorsements of the'project from individuals
or organizations in the community.
§7.02. The applicaﬁion form may be revised and published
periodically, as appropriate.

CON Reg. §8. LONG RANGE PLANS. Prior to the submission

of an application for a Certificate of Nged,each existing or
proposed health care facility and health maintenance organization
shall have submitted a long range plan, to the State Agency,
with a copy to the designated Health Systems Agency for the
area in which it is located. The long range plan shall be
updated and revised and resubmitted every two (2) years.
Each plan shall have been formally adopted by the owﬁer/operator‘
or légally'constituted governing bodi of such facility or
organization. Each long range plan shall'consiéﬁ of the
overall plan for the facility or organization for at least
the following three to five year period and shall contain at
a minimum:

a. A description of the organization, its purpose and

structure;

b. A statement of the goals and objectives of the







Ad. Reg. 16—2D : §9
Series 1

institution (e.g. construction, new service develop-
ment, equipment purchaée, sharing/merger afrangements,
staff recruitment);

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

d. The assumptions and rationmale which form the basis
for the goals and objectives which have been
developed (e.g. population, demographic data,
health status, morbidity and mortaliﬁy, area
health resources, utilization):

e. Documents which support.and supplement the long
range plan.

Any project for which a Certificate of Need is_sought,

must be consonant with the current(long range plan for the
facility or organization on file witﬁ the S;éte Agency.

CON Reg. §9. LETTERS OF INTENT AND PREAPPLICATION CONFERENCE.

Prior to submitting an application, a person proposing a new
institutional health service shall submit a lette; of intent

to the State Agency, with a copy. to the designated Health

Systems Agency. Such letter shall contain sufficient information
to inform the State Agency of the approxiﬁate location,

nature, scope, cost and timing of the project. In response
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Ad. Reg. 16-2D
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to a letter of intent, the State Agency shall forward.an
application form for either a standard or a non—substantive
review. In addition, the State Agency may arrange a preappli-
cation conference.

CON Reg. §10. STANDARD REVIEW PROCESS. The following

regulations govern the standard review process.

§10.01. REVIEW FOR COMPLETENESS. The applicant shall
be notified by the State Agency within fifteen (15) days
"following receipt of an application fdr Certificate of Need
that the application is accepted and complete, or it will
specify the additional information that is required to
complete the application before it can be accepted. The
State Agency shall seek the advice of the designated Health.
Systems Agency in making its determination; No application
‘shall be accepted for formal review until it has been determined
to be complete. A determination that an application is
complete does not bar the State Agency or designated Health
Systems Agency from requesting additional information from
the applicant during the course of the review. Additional
information received from the applicant which in the opinion
of the State Agency constitutes a substanfial change to the

project as originally proposed may be cause for the~Staté
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Ad. Reg. 16-2D : ' ' §10.02
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Agency to determine the application to be a new project

subject to a new review cycle.

§10.02. REVIEW OF A COMPLETE APPLICATION. Written

notification to the applicant by the State Agency of acceptance
. of a complete application shall initiate the review process.

A copy of the nétice shall be sent to the designated Health
Systems Agency.

The application shall be concurrently reviewed By the
designated Health Systems Agencjvand the State Agency.

The State Agency shall provide timely written notice to
affected persons that a review has begun, the proposed
schedule for re#iew, the period within which a public hearing
may be requested and the manner in which notification will
be provided of tﬁe time and place of any public hearing so
requested.

As a part of the.review process a public hearing shall
be held by the State Agency 1f a request is made by omne or
more persons directly affecte&.by the review to the State
Agency. To be effective, a request for a public hearing
must be made within thirty-five (35) days of the date of

written notice to the applicant that the review has begun.
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Ad. Reg. 16-2D ' , §10.02
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Written notice of the date, place and time of a scheduled
public hearing and where the application is available for
inspection and copying prior to the hearing shall be sent by
the State Agency to all affected persons and shall also be
provided through newspapers of general circulation and other
public information channels in the appropriate area.

Notice of the bublié hearing shall be provided at least ten
(10) days prior to the date of the public hearing. The
primary purpose of a public hearing is to provide individuals
or organizations an opportunity ‘to express opinions about

the proposed new institutional health service. It is not to
constitute an appeal by, for, or against theAapplicant. Any
person may present written or oral testimony. ©Public hearings
shall be held iu the community where the proposed new fnstitu-
tional health service is to be located, during generally‘
accepted non-working hours. A record, either stenographic

or tape, shall be made of the public hearing. The informatibn,
testimony, and submitted reports or exhibits from tﬁe hearing
shall be considered in the review and shall be part of the
record of the review..

The requirement for a public hearing shall be deemed

satisfied if an opportunity for a public hearing with respect’







Ad. Reg. 16-2D - §10.03
Series 1T

to the new institutional health service under review has
been provided to all persons directly affected by the review
.by the designated Health Systems Agency.

§10.03. DECISION. Excépt as otherwise provided, the
State Agency shall issue its decision in writing within
ninety (90) days of the date of written notice to the applicant
that the application haé been determined tb be complete and
a review has begun. The decision may be.a denial, appxbval,
approval with conditions or a deferral. The State Agency
shall issue written findings.. The deciéion, findings and
other material shall be sent to the applicant and to the’
designated Health Systems Agency and shall be available to
any other persons upon request (at a cost set out in the fee
schedule referred to in CON Reg. §17.). 1In the case of a
deferral, the application shall be returnedito the applicant
with the opportunity to revise it or to the designated
Health Systems Agency for reconsideration of its recommendation
or to both. 1In the case of a returnm to the applicant, the
State Agency shall state the terms .of the deferral to.the
applicant and the designated Health Systems Agency. In the
case of a return to';he designated.Health.Systems Agency for

reconsideration of its recommendation, the designated Health
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Systems Agency shall complete its reconsideration and submit
a recommendation and findings to the State Agency within
fifteen (15) days of the date of the notice that reconsidera-
tion is required. The State Agency shall issue its decision
and findings within ten (10) days of receipt of the désignated
Health System Agency's recommendation and findings. Notifi-
cation shall be sent to the applicant and the Health Systems
Agency and to other persons upon request. The recommendation
may not be returned again to the designated Health Systems:
Agency for reconsideration: 1In the case of a revision to
applicant's application, the Health Systems Agency shall
issue 1ts recommendation and~fiﬁdihgs to the State Agency
within ten (10) days of receipt of the revised application
and the State Agency shall issue its decision and fiﬁdings
within ten (10) days of receipt of the Health Systéms Agency
recommendation.and findings.

CON Reg. §11. NON-SUBSTANTIVE REVIEW PROCESS. The

purpose of the non-substantive review process shall be to
permit appropriate consideration and respomse 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 or health maintenance organization.
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Such projects may include but are not limited to those which
are in compliance with the Health~Systems Plan and the State
Health Plan (as defined in P.L. 93-641) and are:

a. Changes required of a facility or qrganization in
order to comply with appliéable building and.fire
codes and other laws and regulations and étandards
designed to pfeserve life and safety; or

b. Capital expenditures of less tham $250,000 which
do not change the bed capacity or servicés of the
facility or orgamnization; or

c. The replacement of worn-out equipment~or facilities
with equivalent equipment or facilities; or

d. Transfer of ownership.

§11.01. REQUEST FOR NON-SUBSTANTIVE REIVEW. An applicant
may request a non-substantive review in the_letter of intent.:
The State Agency will forward a non-substantive project
application form, as appropriate, in respomse to a letter of

intent.

§11.02. DETERMINATION OF NON—SUBSTANTIVE PROJECT.
Meeting any or all of the catégories in CON Reg..§10 does
not automatically render a project non—suﬁsfantive. This
determination is made by the State Agency after comsultation

with the designated Health Systems Agency.
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Ad. Reg. 16-2D §11.03
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If in the judgment of the State Agency, based on the
infofmation contained in the non-substantive project application
form, the project will require a standard review, the applicant
will be required té complete a standard applicatiqn'formf

A project deﬁermined to be eligible for a non-
substantive review by the State Agency shall receive a
standard review upon request of the ‘applicant.

Any affected person may present re;sons to the'S;ate
Agency as to why thg application should be given a standard
review. The reasons shall be submitted im writing to . the
State Agency within ten (10) days of the date of a notice
that a non-substantive ?eview has begun. If in the opinion
of the State Agency there 1s cause to use the standard
review, the non-substantive review shall be stopped and a
new review cycle begun using the standard review process.

The receipt of notice of an application considered
competing will have the effect of stopping the non-
substantive review and instituting a review process in
accordance with CON Reg. §16.

§11.03. REVIEW FOR COMPLETENESS. Upon receipt of a

completed non-substantive project application form, the

State Agency will review it for completeness in accordance

with CON Reg. §10.01.
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§11.04. NON-SUBSTANTIVE REVIEW PROCESS. Written

notification to the applicant by the State Agency of acceptance
of a complete non-substantive project application shall
initiate the non-substantive review process.  Notice shall

be sent by the State Agency to all affected persons of the
beginning of the review and that the applicant will receive

a non-substantive review. A public hearing will not be.
required.

The designated Health Systems Agegcy sﬁall make its
recommendation, accompanied by its findings, on the proposed
new institutional health service to the State Agency within
thirty (30) days of the date of the notice to the applicant
that the review has begun.

§11.05. DECISION. The State.Agency shall issue its
decision and findings in writing within forty—fivev(AS) days
of the date of the notice to the applicaﬁt that the review
has begun. The decision may be a denial, approval, approval
with conditions or a deferral. The decision, findings and
other material shall be sent to the applicanf aﬁd to the
.designated Health Systems Agency and shall‘be available to
any other persons upon request (at a cost set out iﬁ the fee

schedule referred to in CON Reg. §17.).
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CON Reg. §12. AMENDMENT TO AN APPLICATION. Amendments

to an application may only be made by the applicant within
the first thirty (30) days of a standard review.cycle and

the first ten (10) days of a non-substantive ;eview cyéle.
The extent of the modifications contained in phe amendment,
with respect to the impact omn the project originally éccepted
for review, may be cause for the State Agency to determine
the app;ication to be a new proposal, subject to a new
review. cycle.

CON Reg. §13. WITHDRAWAL OF AN APPLICATION.. Any

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

CON Reg. §14. EXTENSION OF REVIEW PERIOD. The State

Agency may find it would not be practicable to ;ompleteva
review within ninety (90) days and may extend the,reviev
process. Such situations shall include those in which:
a. Applicationé are judged competing as set forth in
CON Reg. §16.
b. A project is of such a comprehensive or far reaching.
nature that to review it in nine£y (90) days would

not do justice to the applicant or to
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the populatiqn~which~the proposed project
would serve;
c. Additional information is requested from the
applicant after the application has been
judged complete and it is not provided
by the applicant in a timely fashion.

d. Weather conditions or other natural disasters have

prevented the review process from taking place 1in
a timely manner.

All extensions must be agreed to in writing by the
applicant to be effective. Failuré of the State Agency to
make a decision within the time.period specified for thé,'
review shall have the effect of deeming the proposed neﬁ
institutional health service not to be needed, except in
thosé cases where the State Agency has willfully neglected
its responsibilities under Chapter 16, Article 2D. |

All affected persons shall be notified of extensions of
‘the  review process and the reasons for which the agency has

found such an extension to be necessary.

.CON Reg. §15. EMERGENCY APPLICATIONS. Situations may
arise which require immediate changes to a health care

facility or health maintenance. organization which would
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normally require a Certificate of Need. Such situations
include but are not limited to: mnatural disasters, acts of
God, acts of war, public riots, states of emergency and
emergency life safety code viﬁlgﬁions. In those instances

the State Agency may issue an emergency Certificate of Need.

§15.01. REQUEST FOR EMERGENCY CERTIFICATE OF NEED.
Any health care facility requiring an emergenéy Certificatg
of Need, shall immediately contact the State Agency andu
promptly inform the State Agency in writing of the facts
constituting the emergency situation., If upon receipt of
this information thé.Staée Agency agrees that an emergency
situation exists, the State Agency shall promptly issue an
emergency Certificate of Need. 1In making its determination
coycerning a possible emergency situation, the Sfate Agency
shall consider if the particular facility or service is in
conformance with areawide plans and~if.residents in the area
will suffer hardship in the absence of prompt,access to the'
facility or service.

§15.05. DURATION OF AN EMERGENCY CERTIFICATE OF NEED.

The emergency Cerxrtificate of Need is temporary in nature and

shall be issued for a period not to exceed one hundred

eighty (180) days. Within the first thirty days following
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the issuance of an emergency Certificate, the health care.
facility or health maintenance organization shall submit an
app;ication for a Certificate of Need wﬁich shall then be
subject to the review process, either Standapd‘or non-
substantive, as determined by the State Agency.

CON Reg. §16. COMPETING APPLICATIONS. An application

shall be considered competing when it is received within
thirty (30) days of the date that an application from a
different applicant is judged complete, whe:é the secpnd
applicant is requesting approval to provide the same or
similar type of new institutional health services for the
same or similar population as the first applicant; and
where, in the opinion of the State Agency, with the advice
of the Health Systems Agency, there.may be a need for only a
limited number of the new institutional health services
proposed among the population to be served.

The State Agency shall notify both applicants in writing,
upon receipt of the second application, that there are
"competing applications, who the competing applicants are,
and the timetable to be used in reviewing the competing
applications. The State Agency shall stoé the review ﬁrocess

for the first applicant and begin new concurrent review
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cycles for the competing applicants, but in no case may the
commencement of the new review cycles be extended beyond
ninety (90) days of the commencement of the first applicant's
original review cycle. Competing applicationg shall always 
receive substantive reviews.

CON Reg. §17. ©PUBLIC ACCESS TO INFORMATION. All

information, records, documents and data collected or produced.
under the Certificate of Need program shall be made readily
available to any person for imspection and for copying for a
fee, upon request, during regular working hours of fhe Stéte
Agency, provided that all:information.difectly'or indirectly
identifying individual patients, shall be deleted prior to
disclosure of the information; unless a written comsent for
disclosure is received from the person so identifiéd.
Information, records, documents and datg is defined as all
material, whether written, recorded, graphical, numerical,
or pictorial, regardless of the physical form of sto#age
which has been developed, recorded or received by tﬁe State
Agency or designated Healfh~Systems Agency in connection
with the performance of their functions under the Certificate
of Need and these regulations, including bﬁt not limited to

long range plans, applications and supplementary material submitted
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by an applicgnt, decisions and finding of the State Agency
and designated Health Systems Agency,.procedures and criteria
of the State Agency or Health Systems Agency for review,
‘data received ffom health care providers, reéords of public
hearings, records of public meetings held by the State
Agency or designated Health Systems Agency, staff reports,
committee reports and consultant reports. The State.Agency'
shall develop a fee schedule for.copying material limited to

reasonable, direct costs.

CON Reg. §18. REVIEW CRITERIA. Im making its determi-
nation as to whether a Certificate of Need shéll be issued,
the State Agency shall include in its consideration the
following:

a. The recommeniation of the designated health systens
agency for the health service area in which the
proposed new ;nstitutional health service is to be
located;

b. The relationship of the health services being .
reviewed to_the gpplicable health syétems plan and
annual implemgntation plan'adoptgd by the designated
health systems agency for the health service area
in which proposed new institutional heaith service

is to be located;
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c. The relationship of services reviéwed to the long
range development plan of the person providing or
proposing such services;

d. The need that the populétion served or to be
gserved by such services has for such services;

e. The availability of less costly or more effective
alternative methods of providing such services;

f. The immediate and long-term financial fgasibility
of the proposal as well as the probable impact of
the prop;sal on the costs of and charges for
providing health services by the person proposing
the new institutiomal health serviées;

g. The relationship of the services proposed to the
existing health care system of the area.intwhich
such services are pfoposed to be provided;

h. The availability of resources, including héalth
care providers, management personnel, and funds
for capital and operating needs; for the provision
of the services proposed to be provided and thé
availability of alternative uses of such resources

for the provision of other health services;

i. The appropriate and nondiscriminatory utilization
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of existing énd available health care providers;

j. The relationship, including the orgamizational
relationship, of the health services proposed to
be provided to ancillary or support services;

'k Special needs and. circumstances of those entities
which provide a substantial portion of their
services or resources, or both, to individuals not
residing in the health serviée areas 1in which the
entities are located or in adjacent health service
areas. Such entities may include medicai and
other health professional schools, multidisciplinary
clinics and specialty centers;

I. The special needs and circumstances of health
maintenance organizations for which assistance may
be provided under title XIII of P.L. 93-222 known
as the Health Maintenance Organizations Act of
1973. Such needs and ciréumstances include the
needs of and costs to members and projected members
of the health maintenance organization in'oﬁtaining
health services and the potential for a re&ﬁ@tibn
in the use of inpatient care in ghe:community

through an extension of preventive health services
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and the provision of more systematic and comprehensive .
health services. The consideration of a new
institgtional health service proposed by a health
maintenance organization shall alsq address the
availability and cost of obtaining the proposed
new institutional health service from the existing
providers in the area that are not health maintenance
organizations. The criteria established by the
state agency pursuant to this subparagraph shall
be consistent with standards and procedures established
under section 1306 (c) of P. L. 93-222, known as
the Health Maintenance Organizations Act of 1973;

m. The special needs and circumstances of biomedicai
and behaviorial research projects which are designed
to meet a national need and fqr which locai'conditions
offer special advantages;

n. In the case of the deletion or relocatidﬁ of beds
or sefvices or the partial or total closure or
relocation of a health care facility or health
maintenance organization, the state agency shall
consider the impact on the~persbn proposing such.

new .institutional health service, on other healﬁﬁﬁﬁ”
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care facilities or health maintenance organizations

and on the needs of the population to be served or

previously served;
a. In the case of a construction pfojgct, the State

Agency shall consider:

1) The cost and methods of the ﬁrbposed construction,
including the costs and methods of energy
provision and

2) the probable impact of the cdnstruction
.project reviewed on the costs of providing
health services by.the‘person proposing such
construction p;oject. |

P In the éase of any proposed new institutional

health service, the state agency shall not grant a

certificate of need under its cergificate}of need

program, unless after consideration of the appropri-
ateness of the use of existing facilities pfoviding
services similar to those being proposed the state
agency makes each of the following findingé in
writing:

1) That superior alternatives to suéh services in

terms of costs, efficiency and appropriateness do

not exist and the development of such alternatives

'if not practicable;
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2) That existing facilities providing services
similar to those proposed are being used in
an appropriate and efficient manner;

3) That in the case of new comstruction, alterﬁatives
to new construction, such as modernizatibn or
sharing arrangements, have been considered
and have been implgmented to the maximum
extent practicable;

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

5) That in the case of a proposal for the addition
of beds for the provision of skilled'ﬁufsing
or intermediate care services, the addition
will be consistent with the plans of other
agencies of the state responsible for the
provision and financing of long term care
facilities or services including home health .
services.

q. In the case of any new institutional health service
proposed to be provided by or through a health

maintenance organization the state agency shall
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not deny a certificate of ﬁeed with respect to such -
service (or otherwise make a finding under this
section that such service is not needed) in those
cases
1) When the state agency has granted a certificate
of need which authorized the development of
the service, or expenditures in.p;eparation
fér such offering or development (or has
otherwise made a finding that such development
or expenditure is needed) and
2) When the offering of this new institutional
‘ health service will be consistent with the
basic objectives, time schedules, aﬁd plans
of the previously approved application.

The State Agency may utilize.and develop standards for
review of projects. If a local or statewide stan&ard'is not
available the State Agency mgy use nationally or commonly
accepted standards, which the State Agency finds relevant

and appropriate.

CON Reg. §19. DURATION OF CERTIFICATE OF NEED. A
Certificate of Need shall be valid for a maximum of one (1)

year from the date of issuance and may be issued
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for periods of less than one year. A certified new
institutional health service is required to maintain a
valid Certificate until such time as the new instituttional
health service is first used or patients first receiﬁed.
Upon timely notice by the State Agency to thé person
holding the Certificate of Need, the person holding the
Certificate shall submit in writing to the State Agency,
with a copy to the designated Health Systems Agency, 2
report on the progress being made toward completion of
the project. Such report shall be submitted not more
than ninety (90) nor less than sixty (60) days prior to
the expiration of the Certificate of Need. The person
holding the Certificate shall submit any relevant
additional information requested by the State Agency.

The State Agency shall determine, in consultation
with the designated Health Systems Agency,~§ﬁether
sufficient progress is being made on the development of
the project and whether there has been. compliance wiﬁh
the conditiéns of certification.

The Certificate of Need may be extended ﬁy the

State Agency for additional periods of time of up to

one year as are needed to expeditiously complete the
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project. Creation of shelled in space shall not'be
considered completion unless explicitly provided for‘in

the decision. New conditions, unrelated to representatioﬁs
made by the applicant, may not be added to the project

at the time of recertificatiom.

The Certificate may be revoked by ;he State Agency
for failure to submit a complete and tiﬁely progress
report, insufficient progfess, or for failure to comply
with conditions of certificafion, at fﬁe end ofAthe
first certification perioé or at the end of any subsequent
certification period.

If a recertification review is underway but is not
complete at the end of a certification period, the qid
Certificate shall automatically be extended until fhe
recertification is complete.

CON Reg. §20. TFINAL CONFORMANCE REVIEW. All new

institutional health services shall receive a final
conformance review immediately prior to their first
use. No later than sixty (60) days prior to tﬁe firét
use or first receipt of patients, the applicant shall
request in writing a final conformance re&iew by the
State Agency. A copy of the request shaLl be,senf to

the Health Systems Agency.

Page 42







Ad. Reg. 16-2D

§21
Series T

The State Agéncy shall issue findings as to the
conformance on the basis of a site review within forty-
five (45) days of the receipt of the request for a
finai review. In issuing such findings the State
Agency shall consider the recommendation Qf the Health
Systems Agency. A finding that project does not conform
to its certification may be grounds for a revocation or
denial of a license to operate the facility or for
seeking an injunction against thgluse or opefation of
the facility.

CON Reg. §21. PROJECT CHANGES AFTER CERTIFICATION.

Substantial changes to a certified project constitute a
new project requiring 2 new Certificate of Need review.
Shoula an'appligant cousider it desirable or necessary

to make a changé to a project as approved, after it is
certified But befo;e it is first used or patients are
first admitted, prior to making the change, the applicant
shall notify the State Agency in writiné describing fhe~
change and shall request a determination by the State
Agency as to the need for review. The applicant~éhéli~
supply any additional information requested by the:~'

State Agency. In making its determination of whether
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changes proposed are substantial, the State Agéncy shall

consider whether any of the following have occurred:

a. Change in location; or

b. Change in ownership of the facility or organization;
or

c. Change in project scope, including,bﬁt not limited

to increases or dectreases in:

1) number and/or type of beds

2) number and/or type of equipment (moveable or
fixed)
3) types and/or mix of services
4) contracts for services
5) square footage; or,
d. Change in method or cost of financing;
e. Change in project cost of more than 20% or a

million dollars per year whichever is less.
An applicant shall notify the State Agency of any
change to a project as certified, as set out in é. through
e., above, which information shall become part of.fhe projeét
file. Failure to inform the State Agency of such a project
change may result.in revocation of the Cer£ificate'of Need

by the State Agency.

Page 44







Ad. Reg. 16-2D ' §22
Series 1

" No change set out 'in a. through e., above, 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 gr not a new
Certificate of Need review is required within fifteen (15)
days of the receipt of thg 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 in the project, as determine& by the
étate Agency, shall require the submission of a new application
for a Certificate of ﬁ;ed.

CON Reg. §22. TRANSFERABILITY. A Certificate of Need

shall be issued in the name of the owner/operator or thé
legally constituted goverﬁing"body of the facility'or organi-
zation the name of which was given on the application form

as the apﬁlicant. Certificate of Need is non-transferable.
The transfer of a Certificate will result in its automatic.
revocation.

CON Reg. §23. MATERIAL MISREPRESENTATION. The State

Agency reserves the right to revoke a Certificate of Need at

any time if the State Agency finds that the applicant made a

material misrepresentation, upon which the State Agency or
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the designated Health Systems Agency relied in making its

decision or recommendation.

CON. Reg. §24. RECONSIDERATION OF A FINAL DECISION

OF THE STATE AGENCY BY THE STATE AGENCY. ,Thege regulations‘
cover the procedures to be utilized for requesting and |
conducting a feéonsideration of a final decision of the
State Agency pertaining.to certificate of need.

§24.01. REQUEST FOR HEARING. Any person directly

affected by the review of the State Agency may for good
cause shown, request in writing, within 30 days of any final
decision of the State Agency, a public hearing for purposes
of reconsideration of the decision.

§24.02. RECEIPT OF REQUEST. The written request for a

public hearing for reconsideration of the State Agency's
decision shall state the basis upon which the reconsideration
is requested and must be received by State Agency within 30
days of the date of the State Agency's written decision.

§24.03. NOTICE OF HEARING. Notice of the date, time,

and place of such hearing, containing a short, plain statement
of the matters asserted, shall be sent by the'State.Agency
at least 10 days prior to the date of commencement of such

hearing to the pérson requesting the hearing, the person
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proposing the new institutional health service, the HSA, to

any person directly affected by the review, and to others

upon request.

§24.04. COMMENCEMENT OF HEARING. The hearing shall be

held in the county of;locatiOn of the proposéd new institutional
health service and/or capital expenditure and shall commence.
within 30 days of the receipt by the State Agency of the

writteq request for such hearing. No fees will be imposed

by the State Agency for the hearing.

§24.05. HOW HEARINGS CONDUCTED. At the hearing, an

opportunity shall be afforded allnparties to present evidence
.and argument witﬁ respect to the matters and issues involved.
All testimony and evidence at the hearing shall be reported
by stenographic notes and characters or by mechanical means,
including tape recordings. All rulings by the hearing
officer on the admissability'of testimony and evidence shall
be reported. The State Agencytshall prepare an official
record, which shall include reported testimony and exhibits
and all agency staff memorénda and data used in comsideration
of the case. Copies of such reéord'shall~be available tp.

~the public for inspection and copying.

§24.06. DECISION WHEN MADE: FORM. The State Agency

Page 47







Ad. Reg. 16-2D : §24.07
Series I

shall make a decision accompanied by findings and conclusions
stating the basis for its decision on reconsideration within
45 days after the conclusion of the.hearing.and shall within
said time period serve a copy of the decision and findings

and conclusions upon each party and each part?'s attorney of
record, if any. The decision of the State Agency on reconsid-"
eration shall be in the,forﬁ'of an approval, a denial, an

approval with conditions or a deferral.

§24.07. STATEMENT TO HSA. 1If the State Agency makes a
decision regarding a proposed new institutional health
service which is inconsistent with the goals of the health
systems plan or the priorities of the annual implementation
plan of the HSA, the State Agency shall submit to the HSA a
written, detailed statement of the reasons for the inconsistency..

CON Reg. §25. REVIEW HEARING OF ANY FINAL DECISION

OF THE STATE DESIGNATED BY THE GOVERNOR. These regulatioms

cover the procedures to be utilized for requesting and
conducting a hearing for re?iew of any final decision of the
State Agency pertaining to certificate of need by avseparaté
agency of the state designated by the Governor: ~(Thes¢
regulations will also be utilized for conducting hearings

required by 42 CFR Part 100 (1122)).
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§25.01. REQUEST FOR HEARING. The HSA, when é final
decision of SHPDA is inconsistent with a recommendation made
by the HSA, the person proposing the new institutional
health servicé, and any person directly affected by the'
review may request a hearing fof review of the State Agency's
decision by an agency of the State other than the State
Agency designated by the Governor to carry out such reviews.

§25.02. RECEIPT OF REQUEST. The written request for a

hearing by an agency of the State designated by the Governor
shall state the basis upon which the hearing is requested

and must be received by the State“Agency within 30 days of
the date on which the person proposing the new institutional
health services receives notice of the State Agency's written
decision, if the request is made by such person. Im all
other caseé, the written request for a hearing must be
received within 30 days of the date of the State Agency's
written decision. |

§25.03. NOTICE OF HEARING. Notice of the date, time

and place of such hearing, containing a clear statement of
the matters asserted, shall be sent by the receiving agency

at least 10 days prior to the commencement of the hearing to

the person requesting the hearing, the person proposing the







Ad. Reg. 16~2D '
Series 1 §25.04

new institutional health service, the State Agency, the HSA,

to any person directly affected by the review, to any other

party, and to others upon request.

§25.04. COMMENCEMENT OF HEARING. The bearing shall be

held in the county of location of the proposed new institutional
health service and/or capital expenditure, and shall commence
within 30 days of the receipt by the State Agency of the

written request for such hearing (or later at the option of

the person proposing the new institutional health service if
such person has requested the review).and shall be‘open to

the public and publicized through local newspapers and

public information channels.

§25.05. DESIGNATION OF HEARING OFFICERS. No person
who has taken part in any.priorvconsideration of or action
upon the proposed capital expendituré may conduct a heafing
pursuant to these regulations. The designation of hearing
officers shall be made by the Govermor, through his designation‘
of an agency of the State responsible for conducting reviews
of the State Agency's decisions. The héaring officer shall
be selected, suﬁject to availability, from a roster of

qualified hearing officers of the designafed review agency.

§25.06. PURPOSE OF HEARING. The primary purpose of
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the hearing is for the hearing officer to determine whether

the proposed new institutional health service and/or capifal
expenditure is consistent with the standards, criteria and
plans specified in the certificate of need and 1122 statutes
and regulations. (The question of the State Agency's adherence
to its procedures may also be considered.) In case; where

the correctness, adequacy, or appropriateness of the stan&ards,
criteria and plans against which a proposed new institutional'
health.service and/or capital expenditure was measured are

in issue, members of an advisory body formed in agcordance
with the provisions of §25.07 may Be called upon to assist

the hearing officer, at the request of the hearingtqfficer,

§25.07. HOW HEARINGS CONDUCTED. At the time, date and

place of the hearing set by the agency, an opportunity shall
be afforded all parties, and other interested éersons, to.
present evidence and argument with respect to the matters
and issues involved. Failure of the person requesting the
heariﬁg to appear at the date, time and place of Hearing may
result in a dismissal of the proceeding. At the redﬁest

of any party, expert testimony shall be received and made a
part of the record. 1In additioﬁ, the hearing bfficer may .

choose from a roster of people selected by health related
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groups within the State to be an advisory body, and may
request assistance from such persons on matters considered
by the hearing officer to require additional technical
expertise. Where necessary, witness fees shall be paid by
the party at whose instance the witness is summoned; except
ﬁhat where the hearing officer summons a member of the
gdvisory'body, SHPDA shéll pay any witness fees. In all
cases the fee allowed will be the same as that allowed by
the circuit courts of the State. All testimony and evidence
at‘the hearing shall be reported by stenographic notes and
characters or by mechanical means;'including.tape'recordings;
A1l rulings by the Hearing Officer on the testimony and
evidence shall be reported. The agency shall prepare an
official record, which shall include reported testimdny and
exhibits and all agency staff memoranda and data'used in
consideration of the caée. Copies of such record éhall be -

available to the public for inspection and copyihg.

§25.08. DECISION: WHEN MADE The reviewing agency
shall make a decision accompanied by findings and.conclusions
stating the basis for its decision not more than 45 days
after the conclusion of the hearing,,andAQithin said 45 days

after the conclusion of the hearing, the hearing officer
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shall serve a copy of the decision and a concise, explicit
statement of the findings of fact and conclusions of law

upon the person.who requested the hearing, the person proposihg'
the new institutional health service and/or Capital expenditu:e,
the State Agency, tﬁe HSA, all other parties,Athe attorney

of record of each party, if any, and other interested

persons at the discretion of the hearing officer. The

deéision shall be published through local newspapers and

public information channels.

§25.09. TFORM OF DECISION. The decision of the hearing

officer shall be in .the form of an approval, a demnial,
approval with conditions, deferral, or the hearing officer

may remand the matter to the SHPDA for further action or
consideration. Where the hearing officer remands tﬁe matter
to the State Agency, the hearing officer may specify a date

by which further action shall be completed by the State
Agency. The decision shall state if any findings or recommen-
dations of the State Agency are reversedﬁor revised. Where a
party has proposed in writing findings of fact and conclusions
of law, the decision shall include a ruling on each proposed
finding and conclusioh.

§25.10. INFORMAL DISPOSITION. Where there is informal
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disposition of the case, the hearing officer is mot relieved
of the requirements of §25.09.

: §25.11. WHEN THE STATE AGENCY“S DECISION MAY BE

REVERSED OR REVISED. The hearing officer may reverse, or

revise the decision of the State Agency if the substantial
rights of a party have been prejudiced becausé the State
Agency's findings, inferences, conclusions or decision are: .
1. In violation of statutory provisions; or
2. in excess of the statutory authority or jurisdiction
of the agency; or
3. made upon unlawful procedures; or
4, clearly wrong in view of the reliable, probative,
and substantial evidence on the whole record; or
5. arbitrary or capricious or characterized by abuse
of discrefion or'clearly unwarranted exercise of
discretion.

§25.12. DECISION CONSIDERED THE STATE AGENCY'S

FINAL DECISION. The decision of the reviewing agency shall

be considered the final decision of the State Agency. To
the extent that a decision of the reviewing agency reverses

or revises the findings or recommendations of the State

Agency, the decision shall supersede the findings and
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recommendations of the State Agency.

§25.13. STATEMENT TO HSA. Where a hearing.has been
conducted pursuant to a request made by the HSA, if the
reviewing agency makes a decision regarding a new institutional
health service which is not consistent with the goals of the
health systems plan'br the priorities of the annual implemen-
tation plan, the reviewing.agency shall submit to the HSA a

written, detailed statement of the reasons for the.inconsiéténcy.

§25.14. APPLICATION OF CHAPTER 29A. All the provisions’
of Chapter 29A, Article 5, of the West Virginia Code not
specifically set out herein shall apply to hearings conducted

by the review agency.

CON Reg. §26. ENTRY OF FINAL DECISION BY REVIEWING
AGENCY. Upon the entry of a final decision by the feviewing
agency the designated health systems agency, the person
proposing the new institutional health service and any other
"person directly affected by the review" as defined in
section seven of this article shall have standing in and may’
take an appeal to the circuit court of Kanawha couhty from
any decision of the state agency granting, with or without

conditions, denying or revoking a certificate of need.

CON Reg. §27. SEVERABILITY. If any section or ﬁrovision
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of these regulations 1is déclafed uncontitutional or void by
any court of competent jurisdiction or the applicability
thereof to any person or circumstance is held invalid, the
constitutionality or validity of the remainde; of the regulations
and the applicability thereof to other persons and circumstances
shall not be affected thereby, and to this end, the.seétions

and provisions of this regulations are declared to be severable.
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INDEX
ADMINISTRATIVE REGULATIONS, CERTIFICATE OF NEED REFERENCES
ARE TO SECTIONS IN W.VA. ADMINISTRATIVE REGULATIONS,
16-2D, SERIES I.
Access to Information and Facilities, §5
Ambulatory health care facility, definition, §2.01
Appeal, Generally, §25, §26
Applicant, §2.02
Application, Generally, §7
amendment of, §12
competing, §16
emergency, §15
withdrawal of, §13
Application of Chapter 29A,‘§24.08, §25.14
Capital expenditure, definition, §2.03
Ceftificate of Need defiqition, §2.04
duration, §19
material misrepresentation, §23
transferability, §22

Construction definition, §2.05

Conversation of beds, definition, §2.09
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Decision, §10.03, §11.05
Reconsideration of, §24
of Reviewing Agency, §25.08, §25.11, §25.12, §26
Definitions, Generally, §2
ambulatory health care facility, §2.01
applicant, §2.02
capital expenditure, §2.03
.certificate of need, §2.04
donstruction, §2.05
conversion of beds; §2.09
existing bed complement, §2.68
Health Systems Agency, §2.11
institutional health services, §2.06
new institutional health service, §3
State Agency, §2.12
total bed capacity, §2.07
transfer of ownership, §2.10
Delegation of Responsibility and use of other Agencies, §6
Effective Date of Regulations, §1.03
Existing bed complement, definition, §2.08

Exemptions from coverage of Certificate of Need, §4

Existing bed complement, definition, §2.08
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Filing Date of Regulations, §1.04
Forward, §1.05
Health Systems Agency, definition, §2.11
Hearing, Generally, §24, §25

commencement, §24.04, §25.04

decision after, §24.06, §25.08

designation of hearing officer, §25.05

form of decision, §25.09

how .conducted, §25.07

informed disposition, §25.10

notice of, §24.03, §25.03

purpose, §25.06

request for, §24.01, §25.01
Institutional health services, definition, §2.06
Letters of intent, §9
Long range plan, §8
Material misrepresentation, §23
New institutional health sérvices, definition, §3
Public access to information, §17
Reconsideration of final decision of State Agency, generally, §24
Review process, Generally,.§10,“§ll

extension of review period, §l4

Page 59







Ad. Reg. 16-2D
Series I

final conformance review, §20

how substantive review, §1l1

project changes after, §21

review criteria, §18

standard review, §10
Review Hearing By'separate.Agency, generally, §25
Scope, generally, §1.01

of certificate of need covérage, §3
State Agency, definition, §2.12
Total bed capacity, definition, §2f07

Transfer of ownership, definition, §2.10
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