WEST VIRGINIA LEGISLATIVE RULES
BOARD OF HEALTH

CHAPTER 16-2D
SERIES T
(1982)

Subject: Certificate of Need.

Section 1. General.

1.01. Scope. These legislative rules shall be used to administer
the Certificate of Need program for the State of West Vivginia, These
legislative rules supplement Code §16-2D-1 et seq. and nust 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. Filing Date. These amended legislative rules were promul—
gated on the 2nd day of December, 1981, and were filed 1in the Office of
the Secretary of State on the 2nd day ol December, 1981.

1.04, Effective Date. These legislative rules became effective on

the 1st day of July, 1982,
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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. II, Sec. 1 et éeq.
(1979) .

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

(a) That the offering or development of all new institutiomal
health sexvices shall be accomplished in a manner which is
orderly, economical and consistent with the effective develop-
ment of necessary 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 general 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 Gtate be subject to review and
evaluation before any new jnstitutional health 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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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,
Verbatim definitions, therefore, are not repeated here, Definitions set
forth below amplify and clarify the statutory defimitions or define
terms not specifically set forth in the statute.

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

donation, lease, or comparable arrangement a health care facility's
assets used in the provision of health services, including the transfer
of a health care facility from a subsidiary corporation to its pareat,
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) means the date after which evidence and oral arguments have
been presented when any proposed findings of fact and conclusions of law
and any permitted briefs have been submitted in the time allotted,

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

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

a determination made by the State Agency, after considering and weighing
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all the evidence with regard to an applicatioun, 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 which the applicant receives notice of the decision or the
date upon which legal notice of the decision appears in the Saturday
Charleston Gazette and Charleston Daily Mail, whichever 1s later.

2.08, Emergency circumstances that pose a threat to public health

means those circumstances proclaimed as such by the Director of the West
Virginia Department of Health or those circumstances upon which the
Governor or the Legislature base a decision to proclalm a state of
emergency under Code §15-5-6,

2.09. Expenditure minimum, as adjusted under the authority of Code

§16-2D-2(j) to reflect the impact of inflation from October 1, 1979 to
October 1, 1981 in the U.5. Department of Commerce Composite Construc—
tion Cost Index, means $181,000.00.

2.10, Expenditure minimum for annual operating costs, as adjusted

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

Commerce Composite Comstruction Cost Index, means $90,000.00,
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2.11. Health care 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" means
a public or private facility which provides such comprehensive services
and continuity of care as emergency, outpatient, partial hospitali—
zation, inpatient and consultation and education for individuals with
mental illness, mental retardation or drug or alcohol addiction.

2.12, Medically underserved population as designated by the State

Agency under the authority of Code §16-21-2(x) means any of the popu-
lations of areas of the State designated as Medically Underserved Areas
by the Federal Secretary of Health, Education, and Welfare in 41 Federal
RegZster 45717-75 (Cctober 15, 197¢) based upon thz metholology 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 lTevel, as contained
in Title 42 Code of Federal Regulations §51c.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 Underserved Areaé
designated by the Federal Government are not necessarily the same as the
Health Manpower Shortage Areas also so designated, See 46 TFederal

Register 23816-7 (April 28, 1981)].
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2,13, Organizations representing health care prowviders as used in

the definition of "affected person'" in Code §16-2D-2(a) includes, but is
not limited to, the following organizations:

(a) Association of Community Mental Health/¥Mental Retardation

Programs of West Virginia;

(b) Health Care Association;

(¢) Marshall University Medical Schoolj;

(a) Professional.Nursing Home Association of West Virginiaj

(e) Public Health Officers’ Association;

(f) West Virginia Commission on Aging;

(g) West Virginia Council of Home Health Agencies;

(h) West Virginia Dental Association, Inc.;

(i) West Virginia Department of Health;

(i) West Virginia Department of Welfare;

(k) West Virginia Division of Vocational Rehabilitation;

(1) West Virginia Iospital Assovciation;

(m) West Virginia League for Nursing;

(n) VWest Virginia Nurses Association;

(0) West Virginia Primary Care Study Group;

(p) West Virginia Public Health Association;

(q) West Virginia School of Osteopathic Medicine;

(r) WVest Virginia Society of Osteopathic Medicine;

(s) West Virginla State Medical Association; and

(t) West Virginia University Medical School.

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

means the applicant, and if a hearing is held on an application, the
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person requesting the hearing and all persons designated as parties to

the hearing,

2.15, Potentially unnecessarily duplicative, used as a term to

deseribe applications, means applications in the same revieyw cycle which
Propose new institutional health services to serve the same.or simjlar
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 new institutional health service
as defined in Code §16-2D-3,

2.18. Proposed State Health Plan means the document prepared and

adopted by the Statewide Health Coordinating Council 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 classgifi—
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 npew institutional health service for its
intended purpose.

Section 3. Scope of Certificate of Need Coverage,

3.01, Exempted Major Medical Equipment to Serve Inpatients. This

subsection supplements Code §16-2D-3. If any major medical equipment
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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 serve inpatients of a hospital, a certificate of
need 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 policy of the State, as stated in Code §16~2D-1 et seq.,
and consistent with the national health planning policy embodied in
Title XV of the Public Health Service Act, as amended, Title 42 Ugited
States Code §300k et seq., where the State Agency identifies unnecassary
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 wmerger, or
sharinz of rtesources of such health care facilities, and may, 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. Exemptiong.

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

4,01, Private Offices, FExcept as provided in Code §16-2D-3(1),

private offices of physicians, private clinics of physicians, dentistsg
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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

clinic of a physician, dentist, or other practitioner of the healing

arts means any facility which:

(a)

(b)

(c)

(d)

4,02,

Is organized as a sole practitioner, 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

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

Has not received or applied for accreditation as an ambulatory
health care facility from the Joint Commission on Accredi-
tation of Hospitals, Group Health Assocliation of America, or
other recognized accrediting body; and

Has not received grants or loans within the past twenty years
from the federal or state govermment or from nonprofit cor-
porations or foundations, within, or without the State, other
than grants solely for the purpose of rescarch or for clinical
experience for physicians completing residency programs.

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 if any additional information is then requested by the

State Agency, within fifteen (15) days, approve or deny within thirty
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(30) days of receipt of the additional information. The method of
payment for services (that is, prepaid or fee-for-service) is not rele—
vant in determining whether an activity is exempt from review under Code

§16-2D-4(b) (1) .

4,03. HeaIEEIServices Not Associated with Q‘Capital Expenditure

with jﬁpjected Annual Operating GCosts of less than the Expenditure

Minimum. The addition of certain health services not 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 application form for a Certificate
of Need., After an application for the proposed health service is deter—
nined 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 1ikely, 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 fiﬁdings:

(a) The addition of the proposed health service is not associated
with any capital expenditure and is projected to entail annual
operating costs of 1less than the expenditure minimum for
annual operating costs; and

(b) The application for the addition of the health service has no
obvious 1inconsistency 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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4,04,

following

Major Medical Equipment, The State Agency may consider the

criteria in addition to those provided in Code §16~2D-3(i) (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)

(c)

4,05,

In the event of temporary emergency circumstances that pose a
threat to public health; or

In those circumstances when iInpatients are in imminent danger
of death or permanent injury and the proposed major medical
equipment could on a temporary basis aid in reduciag the
danger; or

In those circumstances where a hospital that has inpatients
who will be served on a temporary basis by the prcposed 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 patients 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 from review the obligation of a

capital expenditure to acquire, either by purchase or under lease or
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comparable arrangement, an existing health care facility appraised at a
fair market value of less than one million dollars (51,000,000).

4.06. Progress Reports and Withdrawal of Exemptions. Any health

care facility which has received an exemption shall report the progress
toward completion of the cxempt 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 change 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 withdrawn and who wishes to proceed
with that project must obtain a Certificate of Need.

Section 5. Access Eg_lnformation and Facilities.

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

Section 6. Annual Hospital Rates Form.

This regulation supplements Code §16~2D-8(a) (2). The State Agency
shall provide consultation to health system agencies serving health
service areas within the state in the development of a form .for the
annual collection from hospitals of the rates charged for each of the
twenty~five (25) most frequently used hospital services in the state,
including the average semi-private and private room rates.
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If the health systems agencies collect the completed forms from the
hospitals, the hospitals shall send a copy to the State Agency. En-
forcement 1is 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.

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

7.01, Information Required. The 1information required on the

application form may include:

(a) Identification 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;

(¢) Description of the project;

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

(e) Documented analysis of the need of the population to be
served, including the medically underserved, by the project
and the extent to which the proposed service will be acces—
sible to that population;

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

partially uncompensated care;
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(g)

(h)

(1)

(1)

(k)

(1

(m)

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

Documented analysis of the proposal's relationship to the
existing health care system, to include providers of direct,
ancillary, and support services and health professional
training programs in the area in which services ave to be
provided and, when applicable, the extent to which the pro=-
posal will meet the needs of such training prograns;

Analysis of the relationship of the proposal 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 plan;

Analysis of the extent to which competition allocates services
of the type being proposed and promotes quality assuraunce,
cost effectiveness and accessibility;

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

Documentation of the availability of resources including
health care providers, management persounel, and funds for

capital and operating needs;
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(n)

(o)

(p)

(9)

(r)

(s)

Copies of existing or proposed policies with respect to
employment of facility staff and, where applicable, admisgsion
to medical staff membership;

Preliminary financlal feasibility study including an analysis
of historical and pfojected utilization, charges, source(s) of
revenue, statements of revenues and expenses, statement of
changes in fund balance, balance sheets, and a statement of
the specific assumptions upon which the feasibility study was
based;

Documentation of existing or proposed mechanism(s) for soli-
citing consumer input into the applicant's decision-makipg
process;

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 constrvuction on the applicant’s cost eof previdiong
health services;

If applicable, documented analysis of the needs and cirvcum=
stances of entitiecs such as health professional schools,
multidisciplinary clinics and specialty centers which provide
a substantial portion of their services to individuals not
residing in the health service area in which they are located
or in adjacent health service areas;

If applicable, documented analysis of the needs and circum-

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

stances of research projects.

7.02. Application Revisions. The application form may be revised

and published periodically, as appropriate.
Section 8. lQEE.EEEEE.ElﬂEE-
8.01, When Considered. Long range plans sﬁall 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 long tange plan as defined in Code
§16-2D-2(v) shall consist of the overall plan for the health care facil-
ity proposing a new_institutional health service for at least the fol-
lowing five-year period and shall contain at a minimum:
‘ (a) A description of the organization, its purpose and structure;
(b) A statement of the goals and objectives of the organization
(e.g. construction, nevw service development, equipment pur—
chase, sharing/mergeys arrangemanis, sraff recraitment);

(¢) An analysis of the resources necessary to accomplish the goals

and objectives (e.g. MANPOWET, finances)

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

(e) Documents which support and supplement the long range plan;

(f) Supplements required by CON Reg. §8.03.

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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following:
(a) The annual capital expenditure budget, if any, for the health
care facility;
(b) The annual report of the health care facility or its parent
corporation;
(¢) 1If the health care facility or its parent corporation is
required to submit an annual Form 10-K with the Securities and
Fxchange Commission, a copy of such form.

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

letters of intent, as provided for in Code §16-2D-7(b), shall
contain sufficient information to inform the State Agency of the name
and the approximate location, nature, scope, cost and timing of fhe
project. Letters of inteant shall be cffective for one year. In re-~
sponse to a letter of intent, the State Agency shall forward either a
standard or an expedited application form. In addition, the State
Agency may arrange a preapplication confercnce.

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 is in the application for the State
Agency to make an informed decision, not that the information
in the application warraants an approval of the application,
(b) An application under review for completeness but with no
response from the applicant for a period of one year after the

State Agency has asked additional questions shall be consi-
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dered withdrawn, and a nevw letter of intent and application
must be filed if the applicant desires to pursue the project.

(c) The State Agency shall not, except 1n 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 §16-20~2(v), conforming
to CON Reg. §8, and adopted by the applicant within the pre-
ceding four years is on file with the State Agency.

(d) Under the authority of Code 516;2D—8(a)(2), the State Agency
chall not, except in emergency 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.

(e) The State Agency shall not, except in ewnergancy circunstances
that pose a threat to public health, accept to review for com—
pletenass a Certificate of Need application from a health care
facility subject to the financial disclosure provisions of

Code §16-5F-1 et sedq. until such facility has filed all

reports required therein.

10,02, Revigg_gg‘g_Complete Application. This subsection supple-

ments Code §516-2D=7(c) (1), 16=2D-7(g), (m), (n), (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 bDaily Mail, and the
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(b)

()

(d)

(e)

State Agency's notice of the beginning of the review shall
include whether the application 1s potentially unnecessarily
duplicative of other applications,
To be effective, 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, East

Charleston, West Virginia 25305
If a public hearing is held on an application and there are
other applications undergoing the same review cycle as such
application and one or more of those other applications have
been determined under CON Reg. §16.0i(e) to be potentially
unnecessarily duplicative of such application, then any public
hearing held oa such application shall also be held as a
hearing on such potentially unnecessarily duplicative appli~
cations,
The State Agency may continue a hearing or hold a rehearing oa
an application.
If a public hearing is not conducted during the review of an
application, the State Agency shall, under the authority of
Code §16-2D-7(0), close the review file on the application on

the seventy—fifth (75th) day of the review, except in tha 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 submit a recommendation with regard to an
application, and a public 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 Rog. §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) is that 1In ordev for the applicahle health
systems agency's recommendation with regard to an application
to be considered in the State Agzency review of the applica-
tion, such health systems agency shall deliver its recommen-
dation to the State Agency on or before the seventieth (70th)
day of a review.

The State Agency may, after publishing legal notice in the
Saturday Charleston Gazette and Charleston Daily Mail, and
after allowing thirty (30) days for public comment, adopt
population projections. Such projections shall 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
which the Certificate of Need decision is made.
10.03. Decision.

(a) Required Written Findings for Approval. This subdivision

restates and supplements Code §§16-2D-6(e) and 16-2D-9.
(1) FExcept as provided in CON Reg. §§10.03(a)(2) and (3), a
Certificate of Need may only be issued if:
(A) The State Agency makes written findings that the
proposed new institutional health service is:
(i) Found to be needed; and
(ii) Except in emergency circumstances that pose a
threat to public health, consistent with the
State Health Plan; however, the State Agency
may not disapprove an application solely be-
cause the proposed new Institutional health
service is not discussed in the State Health
Plan, Proposed State Health Plan, or applicable
health systems plan or annual implementation
plan.
(B) After consideration of the appropriateness of the
use of existing facilities providing services sgimi-
lar to those being proposed, the State Agency makes

each of the following findings in writing:
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()

(i1)

(iii)

(iv)

)

The

Sec. 10.03

That superior alternatives to such services in
terms of cost, efficiency.and appropriateness
do not exist and the development of such alter-
natives is not practicable; |

That existing facilities providing services
similar to those proposed are being used in an
appropriate and efficient manners;

That in the case of new construction, alterna—
tives to new construction, such as moderniza-
tion or sharing arrangements, have been consi-
dered and have been implemented to the maximum
extent ﬁracticable;

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

That in the case cof a proposil for the addition
of heds for the provision of skilled nursing 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 includiog home health services,

State Agency makes 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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criteria in Code §§16-2D-6(a) (4), (14), and (25)
regarding the needs of medically underserved popula-
tion, except where the npew institutional health
service is a proposed capital expenditure not di-
rectly related to the provision of health services
or to beds or major wmedical equipnent,
() Notwithstanding review criteria in Code §16-2D~6(a) (12)
and required findings for approval in CON Reg,
§10.03(a) (1), 4if a health care facility which is con-—
trolled, directly or indirectly, by a health maintenance
organization applies for a Certificate of Need, such

application shall be approved by the State Agency 1if the

State Agency finds that:

(A) Approval of such application is required to meet the
needs of the members of the health naintenance
organization and of the new nembers which such
organization can rcasonably be expected to enroll;
and

(B) The health maintenance organization is unable to
provide, through services or facilities which can
reasonably be expected to be available to the organ-—
ization, d4ts institutional health services in a
reasonable and cost-effective manner which is con-
sistent with the basic method of operation of the
organization and which makes such services available

on a long-term basis through physicians and other
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health professionals associated with it.

(3) (A) VNotwithstanding 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, if 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 prevent imminent safety hazards
as defined by federal, state or local fire,
building or 1life safety codes or regulations;
or

(ii) To comply with state licensure standards; or
(11i) To comply with accreditation otr certification
standards, cowmpliance 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.

(B8) An applicatlon for a Certificate of Need approved
under this subsection shall be approved only to the
extent that the capital expendituve is required to
eliminate or prevent the hazards  described in CON

Reg. §10.03(a) (3)(A) (1), or to comply with the stan-—

Page 24




Sec. 11.

Board of Health
Legislative Rule 16-2D

Series I

(b)

(e)

dards described in either CON Reg.

§§10.03(a) (3) (A) (1i) or (iti).

Written Finding if the Application Is Disapproved. This sub-
division restates Code §16-2D-9(e)(2). If fhe State Agency
disapproves 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 decision 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 fee schedule referred
to in CON Reg. §17.).

Notice of the decisior chall be published as a legal
notice by the State 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 Code §16-2D-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 Form.

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

Page 25




Sec. 11.
Board of Health

Legislative Rule 16-2D

Series I

expedited application form shall be to permit appropriate conslderation
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) Changes required of a facility or organization in order to
comply with applicable building and fire codes and other laws
and regulations and standards designed to preserve life and
safety; or

(b) Capital expenditures which do not involve the renovation,
replacemant or substantial change to the bed capacity or a
substantial change to the health services of the facility; or

(¢) The replacement of equipment; or

(d) Acquisition of health care facilities; or

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

(f) New institutional health services proposed to eliminate or
alleviate emergency circumstances that pose a threat to public
health; or

(g) Applications from ambulatory health care facilities, home
health agencies, ambulatory surgical facilities, and health
maintenance organizations;

(h) Applications from health care facilities for projects that
could be undertaken without a Certificate of Need by persons
that are not health care facilities; for example, projects for

parking buildings and medical office buildings proposed by
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hospitals or the provislon of personal care services by inter-
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 may be potentially wunmnecessarily 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 categories in CON Reg.

§11 does not automatically reader 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, after an expedited project
application form is submitted, the projéct will require a standard
application form, the applicant will be required to complete a standard
application form.

Any affected person may present reasons to the State Agency as to
why the applicant should bhe given a standard application form, The
reasons 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-

priate review cycle.
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11,03, (Deleted)

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

wise provided, standard review procedures shall be followed 1in the

review of an expedited application.

11.05, Decision EE‘EB_Eﬁpedited 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 recefv—
ing the applicable health systems agency's recommendation; but, if no
recommendation 1is received from the health systems agency within sixty
days after the initiation of the review, the State Agency shall, unlegs
CON Reg. §14 is invoked, issue its decision on or before the sixty fifth
(65th) day after the initiation of such review, If the applicable
health systems agency has submitted in writing to the State Agency an
indication that it does not intend to submit a recomnendation with
regard to an expedited application, then the State Agency nay 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 reviey,
unless CON Reg. §14 is exercised.

Section 12, Additional Information and Amendmenty to Applicatiggg.

(a) If after a review of an application has begun, the applicant
submits a substantial amendment to its application, or 1if tha
State Agency requests additional information from an applicant
under the authority of Code §16~2D~7(1i) and the applicant does
not provide the information in accordance with that Code
section, the State Agency may:

(1) Exercise the review extension prbvision 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 category of CON Reg. §16.01(a) (8), or
(3) Withdraw the application from review,

(b) The extent of the additional information recelved 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 proposal, 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. lolds. 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 Agency 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 ruuninz of the review period on
a stapdard application in batching categories in CON Reg. §16.01(a) (1)
through (7) without the agreement of all applicants with applications in
those batching categories in the same review cycle as the application
for which the hold is requested.

14.,02. FExtensions. The State Agency may find it would not bhe

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 is extended for a standard apﬁlication in the
batching categories of CON Reg. §16,01(a) (1) through (7), all standard-
applications in the same batching category that are in the same review
cycle shall be similarly extended. Such situations shall include those
in which:
(a) A project is of such a comprehensive nature that to review it
in ninety (90) days would not do justice to the applicant or
to the population which the proposed project would serve;

(b) Additional information related to the review criteria is

requested from the applicant in accordance with Code
§16~2D-7(1), and it is not provided by the applicant in accor-—
dance with that Code section.,

(¢) Weather conditions or other natural disasters have prevented
the review process from taking place in a timely manner;

14,03, File Closing Date Fxtensions. If the State Agency puts a

hold on the rumning 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 review is extended or the hold is
imposed, the State Agency may reopen the file and reestablish the file
closing date,

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

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

Section 16, State Agency to Batch Applications.

Under the authority of Code §16~2D-7(c) (3), all completed appli-
cations [except those covered by CON Reg. §16,02] pertaining to similar
types of services, facilities, or equipment affecting the same health
service area shall be considered in relation to each other.

16,01, Batching Categories.

(a) The State Agency shall consider applications in relation to
each other according to the following batching categories:
¢9) Medical-surgical: beds, major medical equipment, or

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

(2) Psychiatric: Dbeds, major medical equipment, or health
services associated with a capitél expenditure in excess
of the expenditure minimum;

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

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

(5) Skilled nursing: beds, major medical equipment, or
health services associated with a capital expenditure in
excess of the expenditure winimum;

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

health sevvices associated with a capital expenditure in
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(b)

(c)

(7

(8)

excess of the expenditure minimum;
Proposed new institutional health services that do not
fall din 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-

BOTY,

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 beglnning 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 s=hall collect by the batching categories of CON
Reg. §16.01(a) the standard applications determined to be
complete since the previous collection. A ninety (90)
day review cycle shall then begin on those eight (8)
batches of standard applications in accordance with 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 1in
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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§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,

(d) Fxpedited applications shall be reviewed in cycles beginning
each week, On the last working day of each week, the State
Agency 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.

(e) In considering applications in relation to each other, the
State Agency shall consider the exteant 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
such unnecessary duplication exists, the State Agency shall
conduct its review of such applications so as to compafe 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 determiﬁation that
applications are potentially unnecessarily duplicative shall
be made before the review cycle begins.,

16.02, Applications Excmpt 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 §16-2D-9(g) (1) (A)
or to comply with the licensure, accreditation or certification stan-
dards described in Code §§16-2D-9(g)(1)(B) and (C). Reviews on such
completed applications shall begin weekly in accordance with Code

§16-2D~7(g) and CON Reg. §10,02.

Section 17, Public Access to Information.

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

Section 18, Review Criteria.

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

18,01, Health Systems Plans and Annual Implementation Plans, In

considering, under Code §16-2D-6(a)(2), the relationship of the health
services being reviewed to the applicable health systems plan and annual
implementation plan, the State Agency shall only consider such relation—
ship to 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 health systems
plan and annual implementation plan shall be reviewed in relation to
such plans.

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

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

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

making its determination as to whether C(ertificates of Need shall be
issued, consider as review criteria supplementing those criteria in Code
§16-2D-6(a), the applicable provisions of the Proposed 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 Welght of Review Criteria in a Competitive Market,
Where the State Agency determines that a substantially competitive
market exists or way occur for a health service, the State Agency may,
in its review of applications regarding such health service, give mini-
mal consideration to the following review criteria that tend to cowpen-
sate for the absence of market controls in a noncompetitive market;
namely, the criteria in Code §§16-2D-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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L. Clark Hansbarger. M.D.
Director
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State of West Wirginia

DEPARTMENT OF HEALTH
CHARLESTON 25305

September 1, 1982

Honorable A. James Manchin

Secretary of State

1800 Washington Street, East ‘
Building 1, Room W-157 ‘
Charleston, WV 25305 ;

Dear Mr. Manchin:

pursuant to Chapter 293, Article 3, Section 15 of the i
West Virginia Code of 1931, as amended, the attached West
virginia Legislative Rules entitled Methods and Standards
Relating to Implied Consent for Chemical Test for Intoxication,

Chapter 16~1, Series X (1981), September 1, 1982 are hereby
filed as Emergency Rules, effective this date.

These emergency rules are necessary to comply with the
recent legislative revisions found at Chapter 17C, Article 5,
Section 1, et seq of the West Virginia Code of 1931, as amended,
and to prevent substantial and continued harm to the public
interest.

A public hearing has been set for Monday, September 27,
1982 4£9:00 &.m. in Conference Room 522, West Virginia Depart-
ment of Health, 1800 Washington Street, East, Charleston, West
West Virginia 2530?.

Please accept my sincere appreciation for your attention

to this matter. If T may be of further service, please write
or telephone at your earliest convenience.

Sincerely,

Hégélsbar (=]

rector of Health

1pj B
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cc:  Legislative Rule-Making Review Committee JAMES ﬁAFﬁﬂTE
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