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[ FILED WITH LRC |
TIME: 3om

JUN -3 2009
Regﬁg%oﬁs‘ c; %JMPILER

Cabinet for Health and Family Services

Office of Health Policy

~ (New administrative regulation)

900 KAR 6:100. Certificate of Need standards for implementation and biennial
review.

RELATES TO: KRS 216B.010-216B.130, 216B.330-216B.339, 216B.455, 216B.990

STATUTORY AUTHORITY: KRS 194A.030, 194A.050, 216B.040(2)(a)1, 216B.330

NECESSITY, FUNCTION, AND CONFORMITY: KRS 216B.040(2)(a)1 requires the
Cabinet for Health and Family Services to administer Kentucky's Certificate of Need
Program and to promulgate administrative regulations as necessary for the program.
This administrative regulation es_tablishes the required timetables and standards for
implementation as well as requirements for biennial reviews for the orderly
administration of the Certificate of Need Program.

Section 1. Definitions. (1) "Cabinet" is defined by KRS 216B.015(5).

(2) "Days" means calendar days, unless otherwise specified.

(3) "Long-term care beds" means nursing home beds, intermediate care beds,
skilled nursing beds, nursing facility beds, and Alzheimer nursing home beds.

(4) "Office of Inspector General" means the office within the Cabinet for Health and
Family Services that is responsible for licensing and regulatory functions of health
facilities and services.

(5) "Show cause hearing" means a hearing during which it is determined whether a
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person or entity has violated provisions of KRS Chapter 2163.

Section 2. Standards for Implementation. (1).As a condition for the issuance of a
certificate of need, a holder of a certificate of need shall submit progress reports on the
OHP - Form 8, Certificate of Need Six (6) Month Progress Report, as incorporated by
reference in 900 KAR 6:055, at the six (6) month intervals specified in this section.

(2) A notice specifying the date each progress report is due shall be sent to every
holder of a certificate of need whose project is not fully implemented.

(3) The cabinet or its designee shall review a progress report and shall determine:

(a) If the requiréd elements have been completed; and

(b) If the required elements have not been completed, if sufficient reasons for failure
to complete have been provided.

(4) A certificate of need shall be deemed complete when:

| (a) The project has been approved for licensure or occupancy by the Office of
Inspector General; and

(b) A final cost breakdown has been submitted.

(5) Until a project is deemed complete by the cabinet, the cabinet may require:

(a). The submission of additional reports as specified in subsections (16) through
(18) of this section; or

(b) Progress reports in addition to those required at six (6) month intervals under the
provisions of this section.

(6) Except for long-term care bed proposals, a certificate of need shall not be
revoked for failure to complete the items required during a six (6) month period if the

holder of the certificate of need establishes that the failure was due to circumstances
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that:

(a) Could not reasonably be anticipated and avoided by the holder; or

| (b) Were not the result of action or inaction of the holder.

- (7) If the cabinet determines that required elements have not been completed for
reasons other than those set forth in subsection (6) of this section, it shall notify the
holder of the certificate of need, in writing, that it has determined to revoke the
certificate of need. |

(8) The revocation shall become final thirty (30) days from the date of notic,;e of
revocation unless the holder reqﬁests a hearing pursuant to KRS 216B.086.

(9) The first progress report for all projects other than long-term care beds shall
include:

(a) For projects for the addition of new services or expansion of existing services
that do not involve construction, renovation or the insfallation of equipment: plans for
implementation of the project;

(b) For projects for the purchase of equipment only, a copy of the purchase order;

(c) For projects i‘nvolving the acquisition of real property, evidence of an option to
acquire the site; or

(d) For construction or renovation project, evidence that séhematic plans have been
submitted to the Public Protection Cabinet, Department of Housing, Buildings, and,
Construction, and the Office of Inspector General.

(10) For projects other than long-term care beds not deemed complete, a second
progress report shall include:

(a) For projects converting beds, documentation that all beds are licensed;
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(b) For projects fof addition of new services or expansion of existing services that do
not involve construction, renovation, or the installation of equipment, documentation of
approval for licensure and occupancy by the Office of Inspector General or the
Kentucky Board of Emergency Medical S'ervices; or |

(c) For construction or renovation projects, the schedule for project completion,
evidence of preliminary negotiation With a financial agency, and evidence of preliminary
negotiation with contractors.

(1 1) For projects other than long-term care beds not deemed complete, a third
progress report shall include:

(a) For construction or renovation projects:

1. A copy of the deed or lease of land;

2. Documentation of final enforceable financing agreement, if applicable;

3. Documentation that final plans have been submitted to the Public Protection
Cabinet, Department of Housing, Buildings, and Construction, and the Office of
Inspector General; and

4. An enforceable contract with a construction contractor; or

(b) For projects for purchase of equipment only, evidence of approval for licensure
and occupancy by the Office of Inspector General.

(12) For projects other than Iong-ter;n care beds not deemed complete, a fourth
progress report shall include documentation of final plan approval by the Public
Protection Cabinet, .Department of Housing, Buildings, and Construction, and the Office
of Inspector Genéral and evidence that construction has begun.

(13) For projects other than long-term care beds not deemed complete, a fifth
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progress report shall include documentation that co-nstruction or renovation is
progressing according to schedule.

(14) For projects other than long-term care beds not deemed complete, a sixth
progress report shall include documentation that the project has been approved for
licensure or occupancy by the Office of Inspector General-and, if required, that the
appropriate license has been approved for the health care service or facility.

(15) For projects other than long-term care beds not deemed complete after the

sixth progress report, the certificate holder shall, upon request, provide the cabinet or its

, designeé with a written statement showing cause why the certificate should nbt be

revoked. The Cabihet may defer revocation action upon a showing by the certificate
holder that the project shall be completed on a revised schedule. The cabinet or its
designee may require addition_al progress reports.

(16) For projects involving long-term care beds:

(a) The first progress report shall include:

1. A copy of the deed or lease of land for projects requiring acquisition of real
property; anq

2. Evidence that final plans have been submitted to the Public Protection.Cabinet,
Department of Housing, Buildings, and Construction, and the Office of Inspector
General.

(b) For projects involving long-term care beds not deemed complete, a second
progress report shall include:

1. For conversion of bed projects, documentation that the beds in the projecf are

licensed; or
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2. For construction projects:

a. A schedule for project completion with prdjected dates;

b. Documentation of final financing;

c. Documentation of final plan approval by the Public Protection Cabinet,
Depértment of Housing, Buildings, and Construction, and the Office of Inspector
General; and

d. An enforceable construction contract.

(17) For projects involving long-term care beds not deemed complete, a third

progress report shall include documentation that construction or renovation is

progressing according to the schedule for project completion.

(18) For projects involving long-term care beds not deemed complete, a fourth
progress report shall include documentation that the project has been appropriately
licensed and approved for occupancy by the Office of Inspector General.

(19) The cabinet or its designee may grant no more than three (3) additional
extensions of six (6) months for good cause shown if the certificate holder of long-term
care beds has failed to comply with the relevant progress report requirements
established in this section.

(20) If the project involves a capital expenditure, a final cost breakdown shall be
included in the final progress report.

(21) If the Office of Inspector General discovers a violation of terms and conditions
listed on a certificate of need and license while it is conducting its annual licensure
ihspection, it shall refer this violation for a show cause hearing in accordance with 900

KAR 6:090, Section 4.
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Section 3. Biennial Review. (1) Certificate of need holders may be subject to
biennial review to determine if they are in compliance with the terms as listed on their
certificate of need.

(2) Biennial review may be conducted within sixty (60) days of the second
anniversary of the final progress report and at twenty-four (24) month intervals
thereafter. |

(3) The cabinét or its designee shall provide sixty (60) déys‘ advance written
notification to the subject of any biennial review, including the following:

(a) When the biennial review shall be initiatéd;

(b) Request for information necessary for the review to which the cabinet does not
have ready access; and

(c) A deadline for response to the request for information.

(4) If the cabinet finds that any of the terms and conditions of a certificate of need
approval and license have been violated, the review of, and any sanctions for, this

violation shall -be conducted i'n accordance with 900 KAR 6:090, Section 4.
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This is to certify that the Executive Director of the Office of Health Policy has reviewed
and recommended this administrative regulation prior to its adoption, as required by
KRS 156.070(4) :

APPROVED:
// g 3 f»‘? ;') .
Carrie Banahan ' Date

Executive Director
Office of Health Policy

APPROVED:
%’VM V(/Lw ~Q / ¢ C) j
gan e Miller Date

retary

dabmet for Health and Family Services:
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A public hearing on this administrative regulation shall, if requested, be held on July 21,
2009, at 9:00 a.m. in the Public Health Auditorium located on the First Floor, 275 East
Main Street, Frankfort, Kentucky 40621. Individuals interested in attending this hearing
shall notify this agency in writing by July 14, 2009, five (5) workdays prior to the hearing,
of their intent to attend. If no notification of intent to attend the hearing is received by
that date, the hearing may be canceled. The hearing is open to the public. Any person
who attends will be given an opportunity to comment on the proposed administrative
regulation. A transcript of the public hearing will not be made unless a written request
for a transcript is made. If you do not wish to attend the public hearing, you may submit
written comments on the proposed administrative regulation. You may submit written
comments regarding this proposed administrative regulation until close of business July:
31, 2009. Send written notification of intent to attend the public hearing or written
comments on the proposed administrative regulation to:

CONTACT PERSON: Jill Brown, Office of Legal Services, 275 East Main Street 5 W-B,
Frankfort, KY 40621, (502) 564-7905, Fax: (502) 564-7573




REGULATORY IMPACT ANALYSIS AND TIERING STATEMENT
Regulation: 900 KAR 6:100
Contact Person: Carrie Banahan or Shane O’Donley, 564-9592

(1) Provide a brief summary of:

(a) What this administrative regulation does: This administrative regulation
establishes the required standards for implementation as well as requirements for
biennial reviews for the certificate of need program. Formerly 900 KAR 6:050
established the requirements necessary for the orderly administration of the certificate
of need program. Due to the large size of that administrative regulation, LRC staff
requested that it be separated into several smaller regulations. Therefore, this new
administrative regulation was drafted to establishes the required standards for
implementation as well as requirements for biennial reviews for the certificate of need
program. This regulation creates no substantive change to current policies.

(b) The necessity of this administrative regulation: This administrative regulation
is necessary to comply with the content of the authorizing statute, KRS 216B.010-
216B.130, 216B.330-216B.339, 216B.455, 216B.990.

(c) How this administrative regulation conforms to the content of the authorizing
statutes: This administrative regulation conforms to the content of KRS 216B.010-
216B.130, 216B.330-216B.339, 216B.455, 216B.990 by establishing the required
standards for implementation as well as requirements for biennial reviews for the
certificate of need program.

(d) How this administrative regulation currently assists or will assist in the
effective administration of the statutes: This administrative regulation assists in the
effective administration of KRS 216B.010-216B.130, 216B.330-216B.339, 216B.455,
216B.990 by establishing the required standards for implementation as well as
requirements for biennial reviews for the certificate of need program.

(2) If this is an amendment to an existing administrative regulation, provide a
brief summary of:

(a) How the amendment will change this existing administrative regulation: This
is a new administrative regulation.

(b) The necessity of the amendment to this administrative regulation: This is a
new administrative regulation.

(c) How the amendment conforms to the content of the authorizing statutes: This

is a new administrative regulation.
(d) How the amendment will assist in the effective administration of the statutes:
This is a new administrative regulation. -

(3) List the type and number of individuals, businesses, organizations, or state
and local governments affected by this administrative regulation: This administrative
regulation affects an entity wishing to acquire or maintain a certificate of need.
Approximately 100 entities file a certificate of need application each year.
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(4) Provide an analysis of how the entities identified in question (3) will be
impacted by either the implementation of this administrative regulation, if new, or by the
change, if it is an amendment, including:

(a) List the actions that each of the regulated entities identified in questlon (3) will
have to take to comply with this administrative regulation or amendment: As the
required standards for implementation as well as requirements for biennial reviews for
the certificate of need program set forth in the administrative regulation are currently
established and operational, no new action will be required of regulated entities to
comply with this regulation.

(b) In complying with this administrative regulation or amendment how much will
it cost each-of the entities identified in question (3): As the required standards for
implementation as well as requirements for biennial reviews for the certificate of need
program set forth in the administrative regulation are currently established and
operational, no cost will be incurred by regulated entities to comply with this regulation.

(c) As a result of compliance, what benefits will accrue to the entities identified in
question (3): This administrative regulation will provide potential health care providers
with a mechanism to establish health care facilities and services in compliance with
KRS 216B.

(5) Provide an estimate of how much it will cost the administrative body to
implement this administrative regulation:

(a) Initially: No additional costs will be incurred to implement this administrative
regulation as entities already adhere to the required standards for implementation as
well as requirements for biennial reviews for the certificate of need program.

(b) On a continuing basis: No additional costs will be incurred to implement this
. administrative regulation on a continuing basis.

(6) What is the source of the funding to be used for the implementation and
enforcement of this administrative regulation: The source of funding to be used for the
implementation and enforcement of this administrative regulation will be from Office of
Health Policy’s existing budget. As stated above, the required standards for
implementation as well as requirements for biennial reviews for the certificate of need
program are already used as part of our normal operations so no additional funding will
be required.

(7) Provide an assessment of whether an increase in fees or funding will be
necessary to implement this administrative regulation, if new or by the change if it is an
amendment: No increase in fees or funding will be necessary to implement this
administrative regulation.

(8) State whether or not this administrative regulation established any fees or
directly or indirectly increased any fees: This administrative regulation does not
establish or increase any fees.

(9) TIERING: Is tiering applied? (explain why or why not) Tiering is not
applicable as compliance with this administrative regulation applies equally to all
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individuals or entities regulated by it.
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FISCAL NOTE ON STATE OR LOCAL GOVERNMENT

Regulation No. 900 KAR 6:100 Contact Person: Carrie Banahan or
Shane O'Donley

1. Does this administrative regulation relate to any program, service, or requirements
of a state or local government (including cities, counties, fire departments, or school
districts)? :

Yes X No
If yes, complete questions 2-4.

2. What units, parts or divisions of state or local government (including cities,
counties, fire departments, or school districts) will be impacted by this administrative
regulation? This administrative regulation affects the Office of Health Policy within the
Cabinet for Health and Family Services.

3. Identify each state or federal statute or federal regulation that requires |
or authorizes the action taken by the administrative regulation. KRS 216B.010-
216B.130, 216B.330-216B.339, 216B.455, 216B.990.

4. Estimate the effect of this administrative regulation on the expenditures and
revenues of a state or local government agency (including cities, counties, fire
‘departments, or school districts) for the first full year the administrative regulation is to
be in effect.

(a) How much revenue will this administrative regulation generate for the state or
local government (including cities, counties, fire departments, or school districts) for the
first year? This administrative regulation will not generate any revenue.

(b) How much revenue will this administrative regulation generate for the state or
local government (including cities, counties, fire departments, or school districts) for
subsequent years? This administrative regulation will not generate any revenue.

(c) How much will it cost to administer this program for the first year? No additional
costs will be incurred to implement this administrative regulation.

(d) How much will it cost to administer this program for subsequent years? No
additional costs will be incurred to implement this administrative regulation on a
continuing basis.

Note: If specific dollar estimates cannot be determined, provide a brief narrative to

explain the fiscal impact of the administrative regulation.
Revenues (+/-): Expenditures (+/-):  Other Explanation:
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