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TITLE 65
LEGISLATIVE RULES
HEALTH CARE COST REVIEW AUTHORITY

SERIES 7
CERTIFICATE OF NEED (CON)

§65-7-1. General. B .

1.1. Scope. -- These legislative rules shall be used
to administer the Certificate of Need program for the
State of West Virginia, These legislative rules sup-
plement West Virginia Code sectionone, article two-d,
chapter sixteen et seq. and must be read In conjunc-
tion therewith.

1.2. Authority. -- W. Va, Code §16-2D
1.3. Filing Date. -- April 29, 1983
1.4, Effective Dafe. -- May 30, 1983

1.5. Supersessionandrepeal of formerregulations.
-- These amended regulations supersede and repeal
West Virginia Adm. Reg. (Board of Health) article
two-d, chapter sixteen of the West Virginia Code, Se-
ries 1, Section 1 et seq. {1978, 1980) and West Virginia
Adm. Reg. (State Health Planning and Development
Agency) article two-d, chapter sixteen of the West Vir-
ginia Code, Series 2, Section 1 et seq. (1979).

1.6. Forward. -- The West Virginia Legislature has
declared in Code section one, article two-d, chapter
sixteen the following to be the public policy of this
State; ' - .

(a) That the offering or development of all new
institutional health services shall be accomplished in
amanner whichis orderly, economical and consistent
with the effective development of necessary and ade-
quate means of providing for the institutional health
services of the people of this State and to avoid unnec-
essary duplication of institutional hezlth services,
and to contain or reduce increases in the cost of deliv-
ering institutional health services;

(o) 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 crite-
ria as provided for in this article or by the State
Health Planning and Development Agency pursuant

“ter sixteen) of the statutes.

to provisions ofthis article, needed in new institution-
al health services within this State ke subject to re-
view and evaluation before any new institutional
health services are offered or developed in order that
appropriate znd needed institutional health services
are made available for persons in the area to be.
served.
§65-7-2. . Definitions.

As used in these regulations, all terms have the
same meaning as provided in the definition section
(West Virginia Code section two, article twa-d, chap-
Verbatim definitions,
therefore, are not repeated here. Definitions set forth
below ampiify and clarify the statutory definitions or
define terms not specifically set ferth in the statute.

2.1. "Acquire a Health Care Facility" means to ob-
tain by purchase, donation, lease, or comparable ar-
rangement 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 parent, or vice versa.

2.2, "Batching Category" means any one of the
subparagraphs of CON Reg. Section 16.1 (a)(1)
through (8) of these rules.

2:8. "Certificate of Need" means a document is-
sued by the State Agency indiecating that the proposed
new institutional health service is in compliance with
the intent, purposes and provisions of West Virginia
Code zsection ane, article two-d, chapter sixteen et seq.
and that a need exists for the proposed new institu-
tional health service.

2.4. "Code" mezns the Code of West Virginia
(1931), as amended,

2.5. "Conclusion of such hezring s used in West
Virginia Code, subsection (f), section seven, article
two-d, chapter sixteen and subsection (c), section ten,
article two-d, chapter sixteen” means the date after
which evidence and oral arguments have been pre-
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sented when any proposed findings of fact and conclu-
sions of law and any permitted briefs have been sub-
mitted in the time allotted.

2.6. "Consistent with the State Hezlth Plan, as
used in the West Virginia Code, subdivisions (1) and
(2), subsections (b) and {g), section nine, article two-d,
chapter sixteen and CON Reg. Section 10.3
(a}1){A)iD) of these rules" means a determination
made by the State Agency, after considering and
weighing all the evidence with regard to an applica-
tion, that the preponderance of such evidence sup-
ports the achievement of the applicable cbjectives of
the State Hezlth 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. Indetermining consisten-
¢y with the State Health Plan, the State Agency shall
utilize the data referenced in CON Reg. Section
10.2(g) of these rules.

2.7. "Date upon which all parties received notice of
the State Agency decision as used in Code subdivision
{2}, subsection (t), section seven, article two-d, chap-
ter sixteen and subsection (a), section ten, article two-
d,chapter sixteen"” means the date upon which the ap-
plicant receives notice of the decislon or the date upon
which legal notice of the decision appears in the Sat-
urday Charleston Gazette and Charleston Daily Mail,
whichever is later.

2.8. "Emergency circumsiances that pose a threat
to public health” means those circumstances pro-
claimed 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 proclaim a state of emergency under Code section
six, article five, chapter fifteen.

2.9. "Expenditure minimum, 25 adjusted under the
authority of Code subsection (j), section two, article
two-d, chapter sixteen to reflect the impact of infla-
tion from October 1, 1979 to October 1, 1981 in the
United States Department of Commerce Composite
Construction Cost Index," means one hundred eighty-
one thousand dollars ($181,000). )

2.10. "Expenditure minimum for annualoperating
costs, as adjusted under the authority of Code subsec-
tion {e), section four, article two-d, chapter sixteen to
reflect the impact of inflation {from QOctober 1, 1979 to
Octaber 1, 1981 in the United States Department of
Commerce Composite Construction Cost Index,”

means ninety thousand dellars ($90,060).

2.11. Health care facility as defined in Code sub-
section (1), section two, article two-d, chapter sixteen,
does not include personal care homes as defined in
Code subsection {d), section two, article five-c, chap-
ter sixteen, community mental health and mental re-
tardation facilities, state homes for qualified veterans
as defined in Code section cne, article two, chapter
nine-a, the West Virginia Children's Home desecribed
in Code section one, article one, chapter twenty-six, or
institutions operated by or on behalf of the Depart-
ment of Corrections. For purposes of this definition
"Community Mental Health and Mental Retardation
Facility" means a public or private facility which pro-
vides such comprehensive services and continuity of
care as emergency, outpatient, partial hospital-
ization, inpatient and consultation and education for
individuals with mental iliness, mental retardation
or drug or zlcohol addiction.

2.12. "Medically underserved population as desig-
nated by the State Agency under the authority of
Code subsection (%}, section two, article two-d, chap-
ter sixteen" means any of the populations of areas of
the state designated as medically underserved areas
by the Federal Secretary of Health, Education and

. Welfarein 41 Federal Register 45717-75 (October 15,

1976) based upon the methodology contained therein
and upon the criteria of the ratio of primary care phy-
sicians to population, the infant mortality rate, the
percentage of the population which is age sixty-five
(65) or over, and the percentage of the population with
family income below the poverty level, as contained in
Title 42 Code of Federal Regulations §51¢.102(e) and
developed under the authority of the Public Hezlth
Service Act §330(b)(3), as amended, Title 42 United
States Code §254c(b)(3). (Medically underserved are-
as designated by the federal government are not nec-
essarily the same 23 the health manpower shortage
areas also so designated. See 46 Federal Register
23816-7 (April 28, 1881)).

2,13, Organizations representing health care pro-
viders asused in the definition of "Affected Persen” in
Code subsection (2), section two, article two-d, chap-
ter sixteen includes, but is not limited to, the follow-
ing organizations:

(a) Association of Community Mental
Health/Mental Retardation Programs of West Virgin-
ia;
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(b) Health Care Asscciation;
(e} Marshall University Medical School;

(d) Professional Nursing Home Assoclation of
West Virginiza; o .

(e) Public Health Officers’ Association;
(f) West Virginia Commission on Aging;

(g)West Virginia Councilof Home Health Agen-
cies,; : ‘

(h) West Virginia Dental Association, Inc,;

(i) West Virginia Department of Health;

() West Virginia Department of Welfare;

of Vocational

(k) West Virginia Division

Rehabilitation;
(1) West Virginia Hospital Association;
(m) West Virginia League for Nursing;
(n) West Virginia Nurses Association;
(0) West Virginia Primary Care Study Group;
(p) West Virginia Public Health Assoclation;

{q) West Virginia School of Osteopathic Medi-
cine; -

{r) West Virginia Society of Osteopathic Medi-
cine; : S

(s) West Virginia State Medical Asscciation;
and

(t) West Virginia University Medical Scheol,

2.14. "Parties" as used in Code, subdivision (2),
subsection (f), section seven, article two-d, chapter
sixteen and subsection {a), section ten, article two-d,
chapter sixteen means the applicant, and if a hearing
is held on ar application, the person requesting the
hearing and all persons designated as parties to the
hearing.

2.15. "Potentially Unnecessarily Duplicative,"
used as a term to describe applications, means appli-
cations in the same review cycle which propose new

institutional health services to serve the same or sim-
ilar health needs of the same or partially the same,
population.

2.16. "Project” meansa proposed new institutional
health service as defined in Code section thres, article
two-d, chapter sixteern.

2.17. "Proposal” means a proposed new institu-
tional health service as defined in Code section three,
article two-d, chapter sizxteen.

2.18. "Proposed State Health Plan" means the doe-
ument prepared and edopted by the Statewide Health
Coordinating Couneil pursuant teo section 1524(c)(2)
of the Public Health Service Act, as amended, Title
42 United States Code §300m-3(c)(2), before such doc-
ument is aporoved by the Governor as the State
Hezalth Plan.

2.19. "Redistributes Beds Among Various Catego-
ries" as used in Code subsection {(kk)}, section {wo,
article two-d, chapter sixteen. inciudes a change in
the status of beds from one classification to another
(e.g.,acutecare,long-termcare, cbstetrical, pediatric,
ete.),

2.20. "Undertaken," when used to describe an ac-
tivity for which a Certificate 6f Need was issued or for
which an exemption was granted, means the first use
of the new institutional health service for its intended

purpose,

§65-7-3. Scope of Ceriificate of Need coverage.

3.1. Exempted major medical equipment to serve
inpatients. -- This subsection supplements Code sec-
tion three, article two-d, chapter sixteen Ifany major
medical equipment not located in a health care facili-
ty is acquired without a Certificate of Need pursuant
to Code subsection (i), section three, article two-d,
chapter sixteen and at any time it is proposed to use
that equipment to serve inpatients of a hospitzl, a
Certificate of Need shzll be required before such
equipment is so used, unless the use is one described
in Code subdivision (5), subsection (i), seciion three,
article two-d, chapter sixteen or CON Reg. Section 4.4
of these rules.

3.2. Btate zgency plan of action. -- This subsection
supplements Code subsection (g), section five, article
two-d, chapter sixteen. 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 Ceode section one,
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article two-d, chapter sixteen et seq., and consistent
with the National Health Planning Policy embodied
in Title XV of the Public Health Service Act, a2s
amended, Title 42 United States Code $300k et seq.,
where the State Agency identifies unnecessary dupli-
cation or excess supply of certain institutional health
services or facilities for which competition will not
appropriately allocate supply consistent with the
State Hezlth Plan, due to the prevailing methods of
paying for heaith 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 merg-
er, or sharing of resources of such health care facil-
ities, and may, after considering the anticompetitive
impact in consultation with the Attorney General,
permit implementation of such Plan through the ap-
proval of Certificate of Need applications.

§65-7-4. Exemptions.

This regulation supplements Code sections thrge
and four, article two-d, chapter sixteen. -

4.1. Private offices. -- Except as provided in Code
subsectiorn (i), section three, article two-d, chapter
sixteen, private offices of phvsicians, private ¢linies of
physicians, dentists or other practitioners of the heal-
ing arts are, by Code subdivision (1}, subsection (a),
section four, article two-d, chapter sixteen, exempt
frorn Ceriificate of Need review. A private office or
private clinic of a physician, dentist or other pracii-
tioner of the healing arts means any facility which:

(a) Isorganized as a sole practitioner, partner-
ship or has a certificate of authorization issued to a
medical corporation or a dental corporation by the ap-
propriate licensingboard of West Virginia pursuantto
chapter thirty of the Code;

() Is not licensed or required to be licensed as
an ambulatory heaith care facility or other facility
under the provisions of chapters sixteen and twenty-
seven of the West Virginia Code;

{¢) Hasnot received or applied for accreditation
as an ambulatory health care facility from the Joint
Commission on Accreditation of Hospitals, Group
Health Association of America or sther recognized ac-
crediting body; and

(d) Has not recelved grants or loans within the
past twenty (20) years from the federal or state gov-
ernment or from nonprofit corporations or founda-
tions, within, or without the state, other than grants

solely for the purpose of research or for clinical expe-
rience for physicians completing residency programs

4.2. Health mzintenance organizations. -- Pursu-
ant to Code subdivision (5), subsection (b), section
four, article two-d, chapter sixteen, the State Agency
shall approve or deny an application for exemption
filed with respect to a health maintenance organiza-
tion under Code subdivision (1), subsection (b}, sec-
tion four, article two-d, chapter sixteen 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 (30) days of receipt of the additional
information. The method of payment of services (that
is, prepaid or fee-for-service) is not relevant in deter-
mining whether an activity is exempt from review un-
der Code subdivision {1), subsection (b), section four,
article two-d, chapter sixteen.

4.3. Health services not associated with a capital
expenditure with projected annual operating costs of
less than the expenditure minimum. -- The addition
ef certain health services not assoclated with a capital
expenditure may be exempted from review by the
State Agency under the zuthoerity of Code subsection

. {e), section four, article two-d, chapter sixteen. The

applicant seeking such an exemption shall complete
an expedited application form for a Certificate of
Need. After an application for the proposed health
service is determined to be complete by the State
Agency, the State Agency shall consider if the pro-
posed health service to be delivered is likely to be
substantially expanded within the next five (5) vears
without being subject to Certificate of Need review,
and if such expansion is likely, whether such expan-
sion 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 follow-
ing written findings:

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

(b) The applicaticn for the addition of the
health service has no obvious inconsistency with the
State Health Plan or the findings in CON Reg. Sec-
tion 10.3(a) of these rules required for the issuance of
a Certificate of Need.
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4.4, Major medical equipment. -- The State Agen-
ey rmay consider the following eriteria in addition to
those provided in Code subdivision (5), subsection (i},
section three, article two-d, chapter sixfeen under
which acquisitions of major medical equipment which
will not be owned by or located in a health care facili-
ty 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) In the event of tempeorary emergency cir-
cumstances that pose a threaf to publie health; or

(b) In those circumstances when inpatienis are
in imminent danger of death or permanent injury and
the proposed major medical equipment could on a
temporary basis aid in reducing the danger; or

(¢) In those cirecumstances where a hospital
that has inpatients who will be served on a temporary
basis by the proposed major medical equipment has
beendenied a Certificate of Need for the same or simi-
lar major medical equipment as that proposed. and to
transport the hospital’s inpatients to another location
with major medical equipment similar to that pro-
posed would present a greater risk to patients than
the risk of providing service by the use of the proposed
major medical equipment,

4.5, Acquisitions of health care facilities. --
Subject tc the notice and change in facility provisions
of Code subsection (d), section four, article two-d,
chapter sixteer, the State Agency may under that
subsection exempt from review the cbligation of a
capital expenditure to acquire, either by purchase or
under lease or comparable arrangement, an existing
healthcare facility appraised at a fair market value of
less than one million dollars (§1,000,0G0).

4.6, Progress reports and withdrawal of exemp-
tions. -- Anv health care facility which has received
an exemption shall report the progress toward com-
pletion of the exempt project to the State Ageney not
less than forty-five (4587 davs prior {o the anniversary
date of the exemption. Failure to report progressora
substantial change in the scope of the project as ex-
empted will be cause for the State Agency to with-
draw the exemptionor todetermine that the change is
subject to review. _

Any person whose exemption is withdrawn and
who wishes to proceed with that project must obtaina
Certificate of Need.

o

§65-7-5. Access to information and facilities.

This regulation supplements Code subsection {e),
section seven, article two-d, chapter sixteen. The
owners, governing boards, operators and staffs of
health care facilities and health maintenance organi-
zations covered by these regulations shall provide ac-
cess to information, records, meetings, sites and facil-
ities pertinent to an application currently under re-
view by the State Agency, to the State Agency upon

proper notice and as is reasonable and necessary in

the performance ofthe State Agency's responsibilities
in administering the Certificate of Need program,

§65-7-6. Annual hospital rates form.

This regulation supplements Code subdivision (2),
subsection (a), section eighi, article two-d, chapter
sixteen. The State Agency shall provide consultation
to health system agencies serving health service are-
as within the state in the developmens of a form for
the annual collection from hospitals of the rates
charged for each of the twenty-five (25) most fre-
quently used hospital services in the state, including
the average semi-private and private room rates.

If the health systems agencies collect the complet-
ed forms from the hospitals, the hospitals shall send a
copy to the State Agency. Enforcement is provided for
in CON Reg. Section 10.1(d) of these rules under the
authority of Code subdivision (2), subsection (a), sec-
tion eight, articie two-d, chapter sixteen.

§65-7-7. Application required for Certificate of
Need.

This regulation supplements Code subsection {(a}
of section five, subsections (d) and (¢) of section seven,
subdivision {1}, subsection (a) of section eight, all of
article two-d, chapter sixteen. An application for a
Certificate of Need shall be prepared on the form pub-
lished by the State Agency and shall be submitted to
the State Agency in as many copies as requested. Ad-
ditional copies may be required by the applicable
health systems agency.

7.1. Information required. -- The information re-
quired on the zpplication 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
acton its behalf;
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(¢) Description of the project;

{d) Timetable for implementation of the project,
including the projected date(s) for incurring the obli-
gation for any capital expenditure;

(e) Dacumented analysis of the need of the pop-
ulation to be served, including the medically
underserved, by the project and the extent to which
the proposed service will be accessible to that popula-
tion;

{f) Palicies for patient admission and provision
of fully or partially uncompensated care;

{g) Documented analysis of alternatives to the
proposal considered by the applicant;

(h) Documented analysis of the proposal’s rela-
tionship to the existing health care svstem, to include
providers of dirsct, ancillary, and support services
and health professional training programs in the area
in which services are to be provided and, when appli-
cable, the extent to which the proposal w 111 meet the
needs of such training programs;

(1) Analysis of the relationship of the praposal
to the applicant's long-range plan on file with the
State Agency;

i} Documented analysis of the proposal's rela-

tionship fo the State Health Plan, Proposed State.

Health Plan, and applicable health systems plan and
annual implementation plan;

(k) Analysis of the extent to which competition
allocates services of the type being proposed and pro-
motes quality assurance, cost effectiveness and acces-
sibility:

(1) Analysis of the relationship of the proposzl
to the most recent statements of deficlencies and
plans of corrections from surveys conducted by ac-
creditation organizations and other federal, state and
local inspection agencies and copies of such survey
reports or portions thereof, may be required;

(m) Documentation of the availability of re-
sourcesincluding health care providers, management
personnel and funds for capital and operating needs;

(n) Copies of existing or proposed policies with
respect to employment of facility staff and, where ap-
plicable, admission to medical staff membership;

(0) Preliminary financial feasibility study in-
cluding an analysis of historical and projected utiliza-
tion, charges, source(s) of revenue, statements of rev-
enues and expenses, statement of changes in fund bal-
ance, bzlance sheets, and a statement of the specific
assumptions upon which the feasibility study was
based;

{(p) Documentation of existing or proposed
mechanism(s) for soliciting consumer input inte the
applicant’s decision-making process;

(g} In the case of construction projects, a docu-
mented analysis of the cost and methods of the pro-
posed construction, including provisions for energy
conservation, and the probable impact of the proposed
construction on the applicant’s cost of providing
health services;

(r) If applicable, documented analysis of the
needs and circumstances of entities 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;

(s) If applicable, documented analysis of the

-needs and circumstances of kealth maintenance or-

ganizations: and

(1) If applicable, documented analysis of the
need and circumstances of research projects.

7.2. Application revisions. -- The application form
may be revised and published periodically, as appro-
priate.

§65-7-8. Long-range plans.

8.1. Whenconsidered. -- Long-range plans shall be
considered in Certificate of Need reviews in accord-
ance with Code subsection (2), section seven, article
two-d, chapter sixteen and CON Reg. Section 10.1(c)
of these rules.

8.2. Contents. --Eachlong-rangeplanasdefined in
Code subsection {(v), section two, article two-d, chap-
ter sixteen shall consist of the overall plan for the
health care facility proposing a new institutional
health service for at least the following five (5) year
period and shall contain at a minimum:

(a) A deseription of the organization, its pur-
pose and structure;
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(b} A statement of the goals and objectives of
the organization(e.g. construction, new servicé devel-
opment, equipment purchase, sharing/merger ar-
rangements, staff recruitment);

(¢) An analysis of the resources necessary to
accomplish the gozls and ohjectives (e.g. manpower,
finances);

(d} The assumptions and rationale which form
the basis for the goals and objectives which have been
developed (e .g. population, demographic data, health
status, morbidity and mertality, area health re-
sources, utilization);

{e) Documents which support and supplement
the long-range pian;

{f) Supplements required by CON Reg. Section
8.03 of these rules. _ o

8.3. Supplements. -- As supplements to the long-
range plan, ezch health care facility may be requested
by the State Agency to provide the following:

(a) The annual capital expenditure budget, if
any, for the health care facility;

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

(¢} If the hezlth care facility or "its parent
corporation isrequiredtosubmitanannualForm 10-K

with the Securities and Exchange Commission, a copy of

stch form.

§65-7-9. Letters of intent and preapplication
conference.

Letters of intent, as provided for in Code
subsection (b), section seven, article two-d, chapter
sixteen, shall contain sufficient information to
inform the BState Agency of the name and the
approximate location, nature, scope, cost and timing
of the project. Letters of intent shall be effective
for one (I} year. In response to z letter of intent,
the State Agency shall forward either a standard or
an expedifed application form. In addition, the State
Agency may arrange a preapplication conference,

§65-7-10. Review process.
10.1. Review for completeness. --This subsection

supplements Code subsection (), section seven, arti-
cle two-d, chapter sixteen.

-1

(a) Declaration of an application as being com-
plete means that sufficient information iz in the ap-
plication for the State Agency to make an informed
decision, not that the information in the application
warrants an approval of the application.

{b) An application under review for complete-
ness but with no response from the applicant for a pe-
riod of one (1) year after the State Agency has asked
additional questions shall be considered withdrawn,
and 2 new letter of intent and application must be
filed if the applicant desires to pursue the project.

(¢} The State Agency shall not, except in emer-
gency circumstances that pose a threat to public
health, accept to review for completeness a standard
Certificate of Need application unless a long-range
plan, as defined in Code subsection (v), section two,
article two-d, chapter sixteen, conforming fo CON
Reg. Section & of these rules, and adopted by the ap-
plicant within the preceding four {4) years is on file
with the State Agency,

(d) Under the authority of Code subdivision {2},
subsection (a), section eight, article two-d, chapter
sixteen, the State Agency shail not, except in emer-
gency circumstances that pose a threat to public
health, accept to review for completeness a Certifi-
cate of WNeed zpplication from a hospital until that
hospital has submitied, if requested, to the applicable
health systems agency and the State Agency a copy of
the annual hospital rates form described in CON Reg.
Section 6 of these rules.

(e} The State Agency shall not, excent in emer-
gency circumstances that pose a threat to public
health, accept to review for completeness a Certifi-
cate of Need application from =z health care facility
subject to the financial disclosure provisions of Code
section one, article five-f, chapter sixteen et seq. until
such facility has filed all reports required therein.

10.2. Review of a complete application. -- This
subsection supplements Code subdivision (1), subsec-
tion {c), section seven, and subsections (g), (), (n), (o)
and (uj, section seven, articie two-d, chapier sixieen.

{(a) Notification of the beginning of the review
as provided for in Code subsection (g), section seven,
article two-d, chapter sixteen, shall be published as a
legal notice in the Saturday Charleston Gazette and
Charleston Daily Mail, and the State Agency's notice
of the beginning of the review shall include whether
the application is potentially unnecessarily duplica-
tive of other applications.
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(b) To be effective, a request for a public hear-
ing during the review of an application rnust be in
writing and received within thirty (30) davs of the
date of notification of the beginning of the review as
provided in Ceode subsection (g), section seven, article
two-d, chapter sixteen. The request shall be address-
ed 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. Section 16.1(e) of these rules to be poten-
tially unnecessarily duplicative of such application,
then any publichearing held on such application shall
alsobe held as a hearing on such potentially unneces-
sarily duplicative applications.

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

(e) If a public hearing is not conducted during
the review of an application, the State Agency shall,
under the authority of Code subsection (0), section
seven, article two-d, chapter sixteen, close the review
file on the application on the seventy-fifth day of the
review, except In the case of an expedited application
where the applicable health systems agency has sub-
mitted its recommendation to the State Agency in ac-
cordance with CON Reg. Section 11.5 of these rules,
the State Ageney shall close the review file five (5)
days after receiving the recommendation. If the ap-
plicable health systems agency has submitted in writ-
ing to the State Agency an indication that it does not
intend to submit a recommendation with regard to an
application, and 2 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 day of the review, but no
later than as provided above. The State Agency may
extend the file closing date inn accordance with CON
Reg. Section 14.3 of these rules. When a review file is
closed, the ex parte contact prohibition of Code subdi-
vision {4}, subsection (m}, section seven, arricle two-4,
chapter sixteen attaches,

(f) The schedule set forth in accordance with
Code subdivision (1}, subsection (¢) of section seven
and subsection (m) of section seven, article two-d,
chapter sixteen is that in order for the applicable
health systems agency's recommendation with regard
to an application to be considered in the State Agency
review of the application, such health systems agency

shall deliver its recommendation to the State Agerncy
on or before the seventieth day of a review.

(g) The State Agency may, after publishing le-
gal notice in the Saturday Charleston Gazette and
Charleston Daily Mail, and after allowing thirty (30)
days for public comment, adopt population projec-
tions. Such projections shail be used in Certificate of
Need decisions as soon as adopted. In evaluating
health needs and resources for the purpose of a project
review, the State Agency shall utilize, where avail-
able, data projections for the year five (5) years after
the calendar year in which the Certificate of Nead de-
cision is made.

10.3. Decision.

{a) Required written findings for approval, --

_This subdivision restates and supplements Code sub-

section {(e), section six, article two-d, chapter sixteen
and section nine, article two-d, chapter sixteen.

(1) Except as provided in CON Reg. Sections
10.3(a)(2) and (3) of these rules, a Certificate of Need
may only be issued if:

(A) The State Agency makes written
findings that the proposed new institutional health
service is;

(1) Found to be needed; and

(ii) Exceptin emergency circumstane-
es that pose a threat {o public health, consistent with
the State Health Plan; however, the State Agency
may not disapprove an application solely because the
proposed new institutional health service is not dis-
cussed in the State Health Plan, Proposed State
Health Plan, or applicable health systems plan or an-
nual implementation plan.

{B) After consideration of the appropri-
ateness of the use of existing facilities providing
services similar to those being proposed, the State
Agency makes each of the following findings in writ-
ing:

(1) That superior zlternatives to such
services in terms of cost, efficiency and apprepriate-
ness do not exist and the development of such alterna-
tives is not practicable;

(ii} That existing facilities providing
services similar to those proposed are being used in
an appropriate and efficient manner;
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(iif} That
struction, alternatives to new construction, such as
modernization or sharing arrangements, have been
considered and have been implemented to the maxi-
mum extent practicable;

(iv) Thatpatients will experience seri-
ous problems in obtaining care of the type proposed in
the absence of the proposed new service; and

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

(C) The State Agency makes a written
finding, which shall take into account the current
accessibility of the facility as a whole, on the extent o
which the new institutional health service will meet
the criteria in Code subdivisions (4), (14) and (25),
subsection {a), section six, article two-d, chapter
sixfeen, regarding the needs of rnedically
underserved population, except where the new insti-
tutional health service is a proposed capital expendi-
ture not directly related to the provision of health
services or to beds or major medical equipment.

(2) Notwithstanding review criteria in Code
subdivision (12}, subsecticn (a), section six, article
{wo-d, chapter sixteen and required findings for ap-
proval in CON Reg. Section 10.3(2)(1), of these rules
if'z health care facility which is controlled, directly or
indirectly, by a health maintenance organization ap-
plies for a Certificate of Need, such application shall
be approved by the State Agency if the State Agency
finds that:

(A} Approval of sueh application is re-
guired to meet the needs of the members of the health
maintenance organization and of the new members
which such organization can reasonably be expected
to enroll; and )

{B) The health maintenance organiza-
tion is unable to provide, through services or facilities
which can reasonahbly be expected to be available to
the organization, its institutional health servicesina
reasonable and cost-effective manner which is consis-
tent with the basic method of operation of the organi-
zation and which makes such services availablecn a
long-term basis through physicians and other health
professionals associated with it.

(3

(A) Notwithstanding review criteria in
Code section six, article twe-d, chapter sixteen and
required findings for approval in CON Reg. Section
10.3{a)(1) of these rules, an application for a Certifi-
cate of Need shall be approved, if the State Agency
finds that the facility or service with respect to which
acapital 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:

(1) To eliminate or prevent imminent
safety hazards as defined by federal, state or local
fire, building or life safety codes or regulations; or

(i1} To comply with state licensure
standards; or

(iil} To comply with accredisation or
certification standards, compliance with which is re.

_quired to receive reimbursements under Title XVIII

of the Social Security Act or payments under the
State Plan for Medical Assistance approved under Ti-
tle XTX of such Act.

(B) An application for a2 Certificate of
Need approved under this subsection shall be ap-
proved only to the extent that the capital expenditure
iz required to eliminate or prevent the hazards de-
scribed in CON Reg. Section 10.3(2)(3}AN) of these
rules, or to comply with the standards described in
either CON Reg. Section 10.3(a)(3)(A)(i) or (ii) of
these rules,

(b) Written finding is the application is disap-
proved. -- This subdivision restates Code subdivision
(2), subsection (e), section nine, article two-d. chapter
sixteen, Ifthe State Agency disapproves a proposed
new Institutional health service for failure to meet
the needs of medically underserved populations, it
shall so state in 2 written finding.

(¢) Decision distribution and notice. -- This
subdivisiensuppiemenis Code subdivision (i}, subsec-
tion (h) and subsection (k) of section nine, article two- _
d, chapter sixteen.

The decision and findings shall be sent by certi-
fied mail to the applicant and to parties to any hear-
ing held on the application and shall be sent or deliv-
ered 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
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Reg. Section 17 of these rules).

Notice of the decision shall 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 sys-
tems agency under Code subsection (k), section nine,
article two-d, chapter sixteen with regard to a State
Agency decision which is inconsistent with such

health systems agency's recommendation or health

systems plan or annual implementation plan.
§65-7-11. Expedited application form.

This regulation supplements Code subsection (v),
section seven, article two-d, chapter sixteen., The
purpose of the expedited application form shall be to
permit appropriate consideration and response for
those projects which would create minimal Impact on
the scope, quality or costs of health services to be
provided by a health care facility. Such projects may
include, but are not limited to:

(a) Changes required of a facility or organiza-
tion in order to comply with applicable buillding and
fire codes and other laws and regulations and stan-
dards designed o preserve life and safety; or

(b) Capital expenditures which do net involve
the renovation, replacement or substantial change to
the bed capacity or a substantial change to the health
services of the facility; or

(¢) The replacement of equipment; or
{d) Acquisition of health care facilities; or

(e) Substantial changes (as defined in CON
Reg. Section 21 of these rules) in an approved new
institutional health service for which 2 Certificate of
Need is in effect; or

{f)Newinstitutional healthservices proposed to
eliminate or alleviate emergency circumstances that
pose a threat to publie health; or

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

(h) Applications from healith care facilities for
projects that could be undertaken without a Certifi-
cate of Need by persons that are not health care facil-

ities; for example, projecis for parking buildings and
medical office buildings proposed by hospitals or the
provision of personal care services by intermediate
care facilities; or

(1) Any other application within the discretion
of the State Agency when there are no letters of intent
on file for projects that may be potentially unneces-
sarily duplicative.

11.1. Requestfor expedited applicationform. -- An
applicant may request an expedited application form
in the letter of intent. The State Agency will forward
an expedited project application form, 25 appropriate,
in response to a letter of intent.

11.2. Determination of eligibility of an expedited
application form for a project. -- Meeting any or all of
the categories in CON Reg. Section 11 of these rules
does not automatically render a project eligible for an
expedited application form. This determination is

 made by the State Agency after consultation with the

10

applicable health systems agency.

If, in the judgment of the State Agency, after an
expedited project application form is submitted, the
project will require a standard application form, the
applicant will be required to complete a standard ap-
plication form.

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

11.3. (Deleted).

11.4. Review of an expedited application form. --
Except as otherwise provided, standard review proce-
dures shall be followed in the review of an expedited
application.

11.5. Decisionon anexpedited application. -- After
the period for the request of a public hearing has
passed, the State Agency shall issue its decision and
findings in writing within ten (10) days after receiv-
ing the applicable health systems agency's recom-
mendation; but, if no recommendation is received
from the health systems agency within sixty (80) days
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after the initiation of the review, the State Agency
shall, unless CON Reg. Section 14 of these rules is
invoked, issue its decision on or before the sixty-fifth
day after the initiation of such review. If the applica-
ble 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 expe-
dited application, then the State Agency may issue its
decision on the application after the thirtieth day of
the review, but no later than the sixty-fifth day of the
review, unless CON Reg. Section 14 of these rules is
exercised. -

§65-7-12. Additional information and amend-
ments to applications.

(a) If after a review of an application has begun,
the applicant submits a substantial amendment to its
application, or if the State Agency requests additional
information from an applicant under the authority of
Code subsecticn (i), section seven, article two-d, chap-
ter sixteen and the applicant does not provide the in-
formation in accordance with that Code section, the
State Agency may:

{1) Exercise the review extension provision
of CON Reg. Section 14 of these rules; or

(2} Putzholdupon the running ofthe review
of an expedited application or upon a standard appli-
cation in the batching category of CON Reg. Section
16.1(a)(8) of these rules; or

(3) Withdraw the application from review.

(t) The extent of the additional information
received from an applicant with respect to the impact
on the project originally accepted for review may be
cause for the State Agency to determine the applica-
tion to be a new proposal, subject to a new review cy-
cle.

§65-7-13. Withdrawal of an application.

Any applicent may withdraw an application at any
time during the review process without prejudice.
This notice of withdrawsal must be made in writing te
the State Agency.

865-7-14. Holds and extensions on review periods.

This regulation: supplements Code subsection (k},
section seven, article two-d, chapter sixteen.

14.1. Helds. -- At any time during a review of an

11

expadited application or of a standard applicztion in

‘the batching category of CON Reg. Section 16.1(2)(8)

of these rules, the State Agency may grant an appli-
cant's request that a hold be put on the running of the
review period on its application. The State Agency
may not grant a hold on the running of the review pe-
riod on a standard application in batching categories
in CON Reg. Section 16.1(a)(1) through (7) of these
rules without the agreement of all applicants with ap-
plications in those batching categories in the same
review cycle as the application for which the hold is
requested,

14.2. Extensions. — The State Agency may find it
would not be practicable to complete a review on an
expedited application within the time provided in
CON Reg. Section 11.5 of these rules, or in the case of
a standard application, within ninety (80) days. In
such situations the State Agency may extend the re-
view precess for up to an additional thirty (30) days,
but if the review process is extended for a standard
application in the batching categories of CON Reg.
Section 18.1{(a)(1) through (7) of these rules, all stan-
dard applications in the same batching category that
are in the same review cycle shall be similarly ex-
tended. 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 jus-
tice to the applicant or to the population which the
proposed project would serve;

{b) Additional informationrelated tothe review
criteria is requested from the applicant in accordance
with Code subsection (i), section seven, article two-d,
chapter sixteen, and it is not provided by the appli-
cant in accordance with that Code section,

" {¢) Weather conditions or other natural disas-
ters have prevented the review process from taking
place in a timely manner.

14.3. File closing date extensions. -- If the State
Agency puts & hold on the running of & review, or ex-
tends the review pericd on an application, it may ex-
tend the file closing date, and if the file closing dafe
has passed when the review is extended or the hold is
imposed, the State Agency may recpen the file and re-
establish 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.




85 CSR7

§65-7-15. (Deleted).
§65-7-16. State Agency to batch applications.

Under the authority of Code subdivision (3), sub-
section (¢), section seven, article two-d, chapter six-
teen, all completed applications (except those covered
by CON Reg. Section 18.2 of these rules) pertaining
to similar types of services, facilities, or equipment
affecting the same health service area shall be consid-
ered in relation to each other.

16.1. Batching categories.

(2) The State Agency shall consider applica-
tions in relation to each other according to the follow-
ing batching categories:

(1) Medical-surgical: Beds, major medical
equipment, or health services associated with a capi-
tal expenditure in excess of the expenditure mini-
mum; :

(2) Psvchiatric: Beds, major medical equip-
ment, or health services associated with a capital ex-
penditure in excess of the expenditure minimum;

(3) Obstetric:. Beds, major medical equip-
ment, or health services associated with a capital ex-
penditure in excess of the expenditure minimum,

(4) Pediatric: Beds, major medical equip-
ment, ot health services associated with a capital ex-
penditure in excess of the expenditure minimum;

(5) Skilled nursing: Beds, major medical
equipment, or health services associated with a capi-
tal expenditure in excess of the expenditure mini-
muni;

{6) Intermediate care: Beds, major medical
equipment, or health services associated with a capi-
tal expenditure in excess of the expenditure mini-
mum;

(7) Proposed newinstitutional health servic.
es that do not fall in batching categories (1) through
{6) of this subsection but which directly relate to:
Beds, major medical equipment, or health services as-
sociated with a capital expenditure in excess of the
expenditure minimum; ‘ :

(8) Other proposed new institutional health
services,

12

(b} If an application is broader in scope than
one (1} batching category, the components of the ap-
plication shall be included in as many batching cate-
gories as are appropriate,

{e)

(1) Except for standard applications re-
viewed under CON Reg. Section 16.1(c)(2) of these
rules, standard applications shall be reviewed in cy-
pjcles beginning every four (4) months. On the last
working days of the weeks containing the first days of
the months of January, May and September, the
State Agency shall collect by the batching categories
of CON Reg. Section 186.1(a) of these rules the stan-
dard 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 subsection (g),
section seven, article two-d, chapter sixteen and CON
Reg. Section 10.2 of these rules.

(2) Standard applications fzlling entirely
into the batching category of CON Reg. Section
18.1(2)(3) of these rules, shall be reviewed in cveles
beginning each waek. On the last working day of each
week, the State Agency shall collect the standard ap-
plications determined to be complete during that
week that fall entirely inte the batching category of
CON Reg. Section 16.1(a)(8) of these rules. A ninety
(90) day review cycle shall begin each week on such
standard applications in accordance with Code sub-
section (g), section seven, article two-d, chapter six-
teen and CON Reg, Section 10.2 of these rules.

(d) Expedited applications shall be reviewed in
cycles beginning each week, On the last working day
of each week, the State Agency shall coilect by the
batching categories of CON Reg. Section 16.1(a) of
these rules the expedited applications determined to
be complete during that week. Reviews shzll begin
each week on those eight (8) batches of expedited ap-
plications in accordance with Code subsection (g), sec-
tion seven, article two-d, chapter sixteen and CON
Reg. Section 10.2 of these rules.

(e} In considering applications in relation to
eachother, the State Agency shall consider the extent
to which proposed new institutional health services
within each batching category thet are in the same re-
view ¢ycle are potentially unnecessarily duplicative
of each other, and where the potential for such unnec-
essary duplication exists, the State Agency shall con-
duct its review of such applications so as to compare
the potentially unnecessary duplicative portions of
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the applications, and if one or more of the applicants
are granted a Certificate of Need, the comparative
analysis shall be included in the decision or decisions.
The determination that applications are potentially
unnecessarily duplicative shall be made before the re-
view cyele begins,

16.2. Applications exempt from batching. -- The
State Agency shail review independently from other
applications any application for a new institutional
health service that is proposed solely to eliminate or
prevent the imminent safety hazards described in
Code paragraph (A), subdivision (1), subsection (g),
section nine, article two-d, chapter sixteen or to com-
ply with the licensure, accreditation or certification
standards described in Code paragraphs (B) and (C),
subdivision (1), subsection (g), section nine, article
two-d, chapter sixteen. Reviews on such completed
applications shall begin weekly in accordance with
Code subsection (g), section seven, article two-d,
chapter sixteen and CON Reg. Section 10.2 of these
rules,

§65-T-17. Public aceess to information.

The public shall have access to State Ageney files
in accordance with Code subsection (s), section seven,
article two-d, chapter sixteen and the West Virginia
Freedom of Information Act, Code section one, article
one, chapter twenty-nine-b et seq. The Stafe Agency
shall provide coples of materials at a cost of twenty-
five cents (.25¢) per page copied.

§65-7-18. Review criteria.

This regulation supplements Code subsections (d)

and (e), of sections five and six, all of article two-d,
chapter sixteen.

18.1. Health systems plans and annual implemen-
tation plans, -- In considering, under Code subdivi-
sion (2), subsection (a), section six, article two-d,
chapter sixteen, the relationship of the health servic-
es being reviewed to the applicable health systems
plan and annual implementation plan, the State
Agency shall only consider such relationship to such
plans, or portions thereof, that have been deliverad to
the State Agency by the applicable health systems
agency with a written verification that such plans are
atrueandaccurate copy of the plans as adopted by the
applicable health systems agency. All application re-

views that begin after the receipt of such verified

health systems plan and annual implementation plan
shall be reviewed in relation to such plans.
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A Certificate of Need shall not be denied an the
basis of a provision in the applicable health svstems
plan or annuzl implementation plan if such provision
is in conflict with the Proposed State Health Plan, the
State Health Plan, these regulations, or the Code.

18.2. Proposed state health plan. -- The State
Agency shall, in making its determination as to
whether Certificates of Need shall be issued, consider
as review criteria supplementing those eriteria in
Code subsection {a), section six, article two-d, chapter
sizteen, the applicable provisions of the Proposed
State Health Plan, except any provisions of the Pro-
posed State Health Plan in conflict 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 consid-
er the Proposed State Health Plan in the application
reviews that begin after its adoption by the Statewide
Health Coordinating Council.

18.3. State health plan, -- When the Governor ap-
proves a State Health Plan, the State Agency shall
use that Plan in the application reviews that begin
after such approval.

18 4. Relative weight of review criteria in a com-
petitive market. -- Where the State Agency deter-
mines that a substantially competitive market exists
or may occur for a health service, the State Agency
may, in its review of applications regarding such
hezlth service, give minimal consideration to the fol-
lowing review criteria that tend to compensate for the
absence of market controls in a noncompetitive mar-
ket; namely, the criteria in Code subdivisions {3}, (5),
(6}, (7), {8}, (10), (15), (21}, (22) and (28), subsection
{a), section six, article two-d, chapter sixteen.

18.5. Competitive effects. -- The State Agency
shall, as part of its consideration of whether the writ-
ten findings in CON Reg. Section 10.3(2) of these
rules should be made with respect te an applieation,
give significant consideration to the review criteria
regarding competition in Code subdivisions (19) and
(20), subsection (a), section six, article two-d, chapter
sixteen. As a part of such consideration, the State
Agency may, particularly where supply of a health
service is, or upon approval of the application would
be, within an acceptable range of supply for that serv-
ice, give significant consideration as to whether the
applicant has suitably demonatrated that approval of
the appiication wiil, through the implementation of
improvements or innovations in financing, reim-
bursement, service delivery arrangements or through
other means, strengthen the effect of competition on
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such service by creating incentives for the market fo
respond to quality of service delivered, prices
charged, or by placing the applicant at greater finan-
cial risk. For example, depending upon the circum-
stances, such innovations might include prepayment
provider contracts with potential patients for the de-
livery of the service, arrangements for more reliance
upon private payment for service where appropriate,
or provider-insurer risk contracts with clear limits on
prices or such contracts with effective utilization
controls. _
18.58. Use and development of standards. -- The
State Agency may utilize and develop standards re-
lating to the review criteria in the Code and these

regulations. If a local or statewide standard is not

available the State Agency may use nationally or
commonly accepted standzards, which the State Agen-
ey finds relevant and appropriate,

§65-7-19. Progress reports and extension of the
duration of a certificate of need.

This regulation supplements Code subsection (a},
section eleven, article two-d, chapter sixteen,

{a) The State Agency shall require the person
holding the Certificate to submit in writing o the
State Agency, with a copy to the applicable health
systems agency, a report on the progress being made
toward completion of the project according to the
timetable in the application. Such report shall be
submitted not_less than forty-five (43) days prior o
the expiration of the Certificate of Need and shall
include: o

(1) The current status of the project in rela-
tion to the timetable in the application;

{(2) The projected date of completion,
{3) The causes of any delays encountered;

{4} Changes in the project, including any
proposed changes for which a request is made for the
State Agency to determine whether the proposed
change is reviewable as a substantial change under
CON Reg. Section 21 of these rules; )

(5) The projected total project cost; and

(6) Compliance with any conditions of cer-
tification.

(b} The person holding the Certificate shall

submit any relevant additional information whenever
requested by the State Agency. )

(¢) Creation of shelled-in space shall not be
considered completion unless explicitly provided for
in the decision,

(d) New conditionsz, unrelated to representa-
tions made by the applicant, may not be added te the
project at the time of recertification.

() In addition to reasons given in Code subsec-__
tion (b), section eleven, article twa-d, chapter sixteen,
the Certificate may be withdrawn by the State Agen-
¢y in accordance with Code subsection (b), section
eleven, article two-d, chapter sixteen for failure to
submit a comnplete and timely progress report.

_ () The obligation for any capital expenditure
associated with a project shall be incurred, as de-
scribed in Code subsection (¢), section three, article
two-d, chapter sixteen, within twelve (12) months af-
ter the Certificate of Need is issued, except In the case
of an application where the State Agency has ap-
proved a timetable submitted under Code subsection
(d), section seven, article two-d, chapter sixteen for

the obligation of a series of obligations for capital

expenditures for discrete components to be incurred
over a period longer than one (1) year, the obligation
for the first component shall be incurred within
twelve (12) months after the Certificate of Need is
issued. The twelve (12) month period for the incur-
ring of an obligation required by this subsection may,
pursuant to a showing of good cause by the applicant,
be extended by the State Agency for up to an addition-
al six {(8) months, but if any obligation that is required
te be incurred by this subsection has not heen in-
curred within eighteen (18) months of issuance of the
Certificate of Need, the Certificate of Need shall ex-
pire at the end of said eighteen (18) months.

{(g) If a renewal review is underway but is not
complete at the end of a certification period, the old
Certificate shall automatically be extended until the
renewal review is complete.

(k) Failure to request renewal of a Certificate
of Need prior to its expiration without a showing of
good cause will result in the automatic expiration of
the Certificate.

§65-7-20. Notice of substantial compliance.

This regulation supplen’ients Code subsection (a),
section eleven, article two-d, chapter sixteen. Allnew
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institutional health services shall receive a substan-
tial compliance review by the State Agency. Nolater
than forty-five (45) days prior to licensure or under-
taking of the activity for which the Certificate of Need
was issued, the applicant shall request in writing a
substantial compliance review by the State Agency.
A copy of the request shall be sent to the applicable
health systems agency.

The State Agency shall issue findings as to sub-
stantial compliance within forty-five (45) days of the
receipt of the request for a substantial compliance
review. The State Agency shall consider the recom-
mendation of the applicable health systems agency. If
the State Agency finds that a project is not in substan-
tial compliance with its Certificate of Need, the State
Agenecy may withdraw the Certificate of Need under
Code subsection (b), section eleven, article two-d,
chapter sixteen and may direct revocation or denial of
2 license to operate the facility or seek a fine or
injunction against the use or operation of the facility
under Code sections twelve or thirteen, article two-d,
chapter sixteen.

Where the State Agency finds that it would be im-
practical for the applicant to prepare final cost figures
for the project prior to the time the project is ready for
licensure or the undertaking of the activity for which
the Certificate of Need was issued, the State Agency's
notice of substantial compliance authorizing licen-
sure or undertaking of the activity may be made con-
ditiondl for up to one {1) year within which time the
applicant must provide documented final cost figures
to the State Agency. The Certificate of Need shall
remain in effect until such condition is removed, and
upon failure of an applicant to provide such final cost
figures within the period allowed, the State Agency
meay withdraw the Certificate of Need under Code
subsection (b), section eleven, article two-d, chapter
sixteen and bring enforcement actions under Code
sections twelve and thirteen, article two-d, chapter
sixteen.

§65-T-21. Project changes while a certificate of
need is in effect.

This regulation supplements Code section eleven,
article two-d, chapter sixteen.

21.1. Prima facie evidence of a substantial change.
- In making its determination under Code subsection
(i), section three, subsection (§), section nine, article
two-d, chapter sixteen, and paragraph (C}, subdivi-
sion (1}, subsection (b), section eleven, article two-d,
chapter sixteen whether changes proposed in an ap-

proved project for which a Certificate of Need is in
effect are substantial, the State Agency shall consider
the following as prima facle evidence of a substantial
change:

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

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

{¢) Acquisition of major medical equipment not
described in the application as part of the project;

{d) Addition of health services;

(e} Increase or decrease in square footage in
excess of ten percent (10%), or 1,000 square feef,
whichever is greater;

¥) An unapproved capital expenditure, or an
increasein the approved capital expenditure inexcess
of the expenditure minimum or in excess of twenty
percent (20%), whichever is greater.

21.2. Consequences of a substantizl change with-
out 2 Certificate of Need. -- Failure to inform the
State Agency of a proposed substantial project change
may resultin withdrawal of the Certificate of Need by
the State Ageney in accordance with Code subsection
(b}, section eleven, article two-d, chapter sixteen.

Noproposed substantial project change shallbe in-
itiated 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 23 to whether
or not a new Ceriificate of Need review is required
within fifteen {15) days of the receipt of the request or
ifany additional information is then requested by the
State Agency, within fifteen (15) days of receipt of the
additional information. Substantial changes made
without a Certificate of Need therefor mzy be grounds
for imposing the penaities referenced in CON Reg.
Section 20 of these rules or may require the submis-
sion of a new application for the changes.

§65-7-22, Transferability.

This section supplements Code subsection (a), sec-
tion eleven, article two-d, chapter sixteen. A finding
by the State Agency that a transfer of a Certificate of
Need has occurred will result in its withdrawal pur-
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suant to Code subsection (b), section eleven, article
two-d, chapter sixteen.

§65-7-23. (Delefed).

§65-7-24. Reconsideration of a final decision of the
state agency by the state agency.

This regulation supplements Code subsection (1),
section seven, article two-d, chapter sixteen,

24.1. Request for reconsideration hearing. -- A
request for a reconsideration hearing shall be ad-
dressed to: Director, State Health Planning and De-
velopment Agency, West Virginia Department of
Health, 1800 Washington Street, East, Charleston,
West Virginia 25305

A request for a reconsideration hearing that does
not show good cause within the meaning of Code sub-
division (1), subsection (t), section seven, article two-
d, chapter sixteen shall be denied.

§65-7-25. Review hearing of any final decision of
the state agency by the state review agency desig-
nated by the governor.

This regulation supplements Code section ten, ar-
ticle two-d, chapter sixteen.

25.1. Request for Review Agency hearing, -- A re-
quest for 3 Review Agency hearing shall be in writing
and shall state the basis upon which the hearing is
requested, The request shall be addressed or deliy-
ered to: Chief Hearing Examiner, Office of Hearings
and Appeals, West Virginia State Tax Department,
1217 Quarrier Street, Post Office Box 2389 Charles-
ton, West Virginia 25328

25.2. Stay of Review Agency time periods. -- The
timely submission to the State Agency of arequest for
reconsideration under CON Reg. Section 24 of these
rules shall stay the operation of all Review Agency
time periods until the State Agency has denied the re-
quest or issued a reconsideration decision,

25.3and 25 4. (Deleted).

25.5. Designation of Review Agency Hearing Offi-
cers. -- No person who has taken part in any State
Agency or applicable health systems agency consider-
ation eor action upon the application may conduct a
hearing pursuant to these regulations.

25,6, (Deleted).

25.7. How Review Agency hearings canducted. --
Pending the decision of the Review Agency, the State
Agency or the Hearing Officer may delay the effact of
the State Agency decision.

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

Failure of the person requesting the hearing to ap-

- pearatthedate, time and place of hearing shall, with-

out a showing of good cause, result in a dismissal of
the proceeding.

The Review Agency may continue a hearing or

" hold a rehearing on an application. If no applicant
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appellant objects, the Review Agency may grant a re-
quest for a general continuance of an appeal, but if no
applicant appellant seeks to pursue its appeal within
one (1) vear of the grant of a continunance, the appeal
shall be considered as withdrawn with prejudice.

25.8. (Deleted).

25.9. Form of decision. -- Where the Hearing Offi-
cer remands the matter to the State Agency, the
Hearing Officer may specify a date by which further
action shall be completed by the State Agency. The
decision shall state if any findings of the State Agen-
cy are reversed or revised.

25.10. Review agency regulations and procedures.
--The Review Agency may adopt regulations and pro-
cedures for the conduct of reviews of State Agency de-
cisions, except the Review Agency's regulations and
procedures shall not be inconsistent with the Code,
these regulations, or Title XV of the Public Health
Service Act, as amended, Title 42 United States Code
§300k et seq., and implementing regulations therefor,
Title 42 Code of Federal Regulations Part 123.

§65-7-26. Appiicability.

An application review begun prior to the effective
date of these amended regulations shall not be subject
to the provisions of these amended regulations that
are not ¢contained in Code section one, article two-d,
chapter sixteen et seq., except by request of the appli-
cant.

§65-7-27, Severability.
If any section or provision of these regulations is

declared unconstitutional or void by any court of com-
petent jurisdiction or the applicability thereof to any
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person or circumstance is held invalid, the constitu-
tionality or validity of the remainder of the regula-
tions and the applicability thereof to other persons
and circumstances shall not he affected thereby, and
to this end, the sections and provisions of these régu-
lations are declared fo be severable.

§65-T-28. Construction.

Where Code sectionone, article two-d, chapter six-

17

teen et seq. or these regulations are silent or where
they are ambiguous, but where they are not clearly _
inconsistent with other provisions of the Code, they
should be construed =o as to be consistent with Title
XV of the Public Health Service Act, as amended, Ti-
tle 42 United States Code §300k-1 et seq., and imple-
menting regulations, Title 42 Code of Federal Regu-
lations Part 123.




