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INTRODUCTION

These amended rules and regulations are promulgated pursuant to the authority conferred under Chapters
23-15 and 42-35 of the Rhode Idand Genera Laws, as amended, and are established for the purpose of
establishing minimum standards and procedures regarding the determination of need for the development of
new health care equipment and new ingtitutional health services. Changes proposed hereininclude: (1) changes
necessitated by satutory revisons, (2) editorid changesand dimination of language no longer required; and (3)
compliance related changes.

Pursuant to the provisons of section 42-35-3(c) of the Generd Laws of Rhode Idand, as amended,

condderation wasgivenin ariving at the amended regulaionsto: (1) aternative approachesto theregulations,
(2) duplication or overlgp with other state regulations; and (3) Sgnificant economicimpact on smal busnessas
defined in Chapter 42- 35 of the Generd Laws. No known overlap or duplication, no dternative approach, nor
any significant economic impact has been identified as yet.

These amended rules and regulations shall supersede all previousRules and Regulations for Determination
of Need for New Health Car e Equipment and New I nstitutional Health Care Services promulgated by the
Rhode Idand Department of Hedlth and filed with the Rhode Idand Secretary of State.
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Section 1.0 Declaratory Rulings

11

1.2

13

In accordance with section 42-35-8 of the Generd Laws of Rhode Idand, any interested person may

petition the Director of Hedlth for adeclaratory ruling with respect to the provisions of Chapter 23-15

and the rules and regulations herein.

In accordance with section 19.0 of the Rules and Regulations of the Department of Health

Regarding Practices and Procedures Before the Department of Health and Access to Public

Records of the Department of Health (R42-35-PP), the Director of Hedlth shal consider the petition

and within fifteen working days of receipt shdl:

a) issue a non-binding declaratory ruling; or

b) notify the person that no declaratory ruling isto beissued; or

) Set areasonable (not to exceed thirty working daysfrom the date of receipt of therequest) time
and place for hearing argument upon the matter, and notify the person of such time and place

and of theissues involved.

If the hearing is conducted in accordance with section 1.2(c) above, the Director of Hedlth shal, within
fifteen working days of its concluson:

a) issue abinding declaratory ruling; or
b) issue anon-binding declaratory ruling; or

) notify the person that no declaratory ruling isto be issued.

Section 2.0 Review Requirement

21

22

2.3

24

No health care provider shall develop or offer new health care equipment as defined herein without prior
review by the Health Services Council and gpprova by the state agency.

No hedth care facility shal develop or offer new ingtitutional health services as defined herein without
prior review by the Health Services Council and approval by the state agency unless an exemption has
been granted under section 2.7 herein.

Only proposasfor new hedth care equipment or new ingtitutiond hedth services asdefined hereinwhich
are found by the state agency to be both needed and affordable shdl be granted approval by the state

agency.

No hedth carefacility shal develop or offer new ingtitutiona health servicesasdefined herein if approva
for such services has been withdrawn by the state agency in accordance with section 15.0 herein.



25

2.6

2.7

No person may incur an obligation for acapita expenditurefor anew inditutiona heath service or
new hedlth care equipment without obtaining gpprova for the capita expenditure. Anaobligationfor
acgpitd expenditureis consdered to be incurred by or on behaf of ahedth carefacility or hedlth
care provider:

a) when acontract, enforceable under Rhode |9 and law, isentered into by or on behdf of the
hedth care facility or hedth care provider for the congtruction, acquistion, lease or
financing of acapitd asst; or

b) when the governing board of a hedth care facility takes formd action to commit its own
fundsfor aconstruction project undertaken by the hedth carefacility asitsown contractor;
or

C) in the case of donated property, on the date on which the gift is completed in accordance
with Rhode Idand law. For the purposes of this section, an obligation for a capita
expenditure which is contingent upon issuance of a certificate of need is not incurred until
the certificate of need isissued.

A certificate of need isrequired as a precondition to licensure of any new hedlth care facility or to
the establishment of any additional inpatient hedlth carefacility or asurgicenter premisesof ahedth
caefadlity.

Any provider of hospice care who provides such hospice carewithout charge shdl be exempt from
the provisons of this Chapter.

Section 3.0 Definitions

31

3.2

3.3

34

35

Theterm " person” means any individud, trust or estate, partnership, corporation, (including
associaions, joint stock companies, limited liability corporations and insurance companies) state, or
politica subdivison or insrumentdity of a gtate or any legd entity.

" State agency” means the Rhode Idand Department of Hedlth.
" Director" meansthe Director of the Rhode Idand Department of Hesdlth.

" Administrative review agency" means the agency designated by the Director in accordance
with section 23-15-6(b)(10) of the Rhode Idand Genera Laws, as amended, to conduct

adminigrative reviewswhen requested by personsdirectly affected by decisonsof the state agency
in accordance with section 17.0 of the regulations herein.

" Health Services Council” meansthe advisory body to the Rhode I1dand Department of Health
established in accordance with Chapter 23-17 of the Rhode Idand Genera Laws, as amended,
gppointed and empowered to serve asthe advisory body to the state agency initsreview functions
under Chapter 23-15 of the Rhode Idand Generd Laws, as amended.



3.6

3.7

3.8

39

3.10

311

3.12

3.13

3.14

3.15

"Health care facility" means any inditutional hedth service provider, facility or inditution, place,
building, agency, or portion thereof, whether a partnership or corporation, whether organized for profit
or not, used, operated, or engaged in providing health care sarvices, which are limited to hospitals,
nursing facilities, inpatient rehabilitation centers (including drug and/or acohol abuse trestment centers
licensed pursuant to Chapter 40.1-24 of the Generd Laws), facilities providing surgica trestment to
patients not requiring hospitalization (surgicenters) and inpatient hospice care.

Theterm "hedth carefacility” does not include Chrigtian Scienceingtitutions operated or (dso known as
Chrigtian Science Nursing Fecilities) listed and certified by the First Church of Chrigt Scientist, Boston,
Massachusetts.

" Health careprovider" meansapersonwhoisadirect provider of hedlth care services (including but
not limited to physicians, dentists, nurses, podiatrists, physician assstants or nurse practitioners) in that
the person's primary current activity isthe provision of health care services for persons.

"Hospital" shdl have the same meaning as defined in the Rules and Regulations for Licensing of
Hospitals, Rhode Idand Department of Hedlth of reference 1.

Theterm" nursing facility” includesfacilitieslicensed as such and/or certified as such for purposesof
TitlesXVIII and XIX of the Socia Security Act by the Rhode Idand Department of Hed th.

Theterm " inpatient rehabilitation center” shal havethe same meaning asdefined intheRules and
Regulations for Licensing Rehabilitation Hospital Centers, Rhode Idand Department of Health, of
reference 2, established pursuant to Chapter 23-17 of the Rhode Idand Genera Laws, as amended.

" Surgicenters’ shdl havethe same meaning as defined in theRules and Regulationsfor Licensing of
Freestanding Ambulatory Surgical Centers, Rhode Idand Department of Hedlth, of reference 3.

" Inpatient hospice care" shdl have the same meaning as defined in the Rules and Regul ations for
Licensing Hospice Care (R23-17-HCP), promul gated by the Rhode Idand Department of Hedlth, of
reference 4.

" Clinical health services' means one or more organized program components for preventive,

assessment, maintenance , diagnostic, treatment and rehabilitative services, provided in a hedth care

fadlity.

"I nstitutional health services' meanshedth servicesprovided in or through hedth carefadilitiesand
includes the entities in or through which such services are provided.

"New institutional health services" meansand includes:

a) congtruction, development, or other establishment of anew hedth care facility.



b)

1

2)

3)

d)

any expenditure (except acquistions of an exiging hedth care facility which will not
result in a change in the services or bed capacity of such hedlth care facility) by or on
behdf of an exiging hedth care facility in excess of $2,000,000 which is a capita
expenditure, including expenditures for predevel opment activities.

The term capitd expenditure includes dl expenditure of funds (whether by
purchase or lease) not properly chargesble as expenses of operation and
maintenance, which isassociated with the provison of ahedth service or related to
aunified plan of renovation or congruction or development, including equipment
proposed to be offered or undertaken during the course of any twelve (12) month
period where the totd of such expenditures exceeds $2,000,000.

The term capitd expenditure includesthe cost of studies, surveys, designs, plans,
working drawings, and specifications, aswell asexpendituresdirectly or indirectly
related to capita expenditures such as grading, paving, broker commission, taxes
assessed during the congtruction period, costs involved in demolishing or razing
gructuresonland, title fees, permit and licensefees, architect, legd, accounting and
appraisa fees, capitdized interest, and other costs incurred for borrowing funds.
In short, the total estimated cost of dl eements or components of a functiona

facility including land, plant, building or equipment (whether purchased or |eased)
for providing servicesto hedth carefacility patients, personnd, or thevisting public
areincluded in the term capital expenditure.

Capitd expendituresinclude obligationsof capital expenditures by any person to
acquire an existing hedth carefacility if the notice of intent required in accordance
with section 5.0 hereinisnot filed or if the State agency finds, within thirty (30) days
after the date it received notice in accordance with section 5.0 herein, that the
sarvice or bed capacity of the facility will be changed in any of thefollowing ways
inbaeing acquired:

a) change in bed capacity which increases the tota number of beds, or

b) change in bed capacity which redistributes beds among discrete services
(e.g., obsetrics, pediatrics, medica, surgical) or levels of care (eg.,
intensive coronary, specid, post acute, skilled nursing, intermediate,
rehabilitative) or relocates bedsfrom one physicd facility or Steto another
by ten (10) beds or 10%, whichever isless, in any two year period, or

C) the addition of a hedth service not provided in or through the facility
throughout the previous twelve (12) months, or

the termination of a hedlth service provided in or through the facility.



3.16

3.17

d)

4) Where a person makes an acquisition by or on behdf of a hedth care facility, or hedth
maintenance aganization or other person under lease or comparable arrangement or
through donation, which would have required review if the acquisition had been by
purchase, such acquisition shal be deemed a capital expenditure subject to review. An
acquigtion for lessthan fair market value must be reviewed if the acquisition a fair market
vaue would be subject to review under paragraph (b) of this section.

5) Where a person makes an expenditure for predevelopment activities, as defined herein,
which exceeds $2,000,000 or the pertinent time period, such expenditure shall be deemed
acapita expenditure subject to review. Approva of expendituresonly for predevel opment
activitieswill not authorize the offering or development of or preclude subsequent review of
the new indtitutiona health service with respect to which such predevel opment activitiesare
proposed. Expenditures for predevelopment activities which do not exceed $2,000,000
and approved expenditures for predevelopment activities which do exceed $2,000,000
where the associated new inditutiond hedlth service is subsequently denied, will not be
subject to the sanctions outlined in section 23-15-4(h) of the General Laws.

Except for licensed nuraing facilities, any capita expenditure which increases the total number of
beds in a hedth care facility with respect to which the expenditure is made.

Licensad nursing facilitiesshdl be exempt from review for increasesin licensed bed cgpacity thet do
not exceed ten (10) beds or 10% of facility licensed bed capacity, whichever isgreater, during any
twelve (12) month period, provided that the capital expenditure associated with any such increases
do not exceed $2,000,000. Any bed increase sought under this exemption must demongtrateto the
gtate agency full and satisfactory compliance with the requirements for the Rules and Regulations
for Licensing of Nursing Facilities (R23-17-NF) of reference 5. The twelve (12) month time
framefor each nurang facility under thisexemption shal commence on thedate specified inthesate
agency's approva of any increase in bed capacity.

Except for certain tertiary or specialty care service as defined in section 3.32, any hedlth service,
proposed to be offered to patients or the public by ahedth carefacility, which wasnot offered ona
regular basis by or on behdf of said facility throughout the twelve (12) month period prior to the
time such service would be offered and which exceeds $750,000 in annualized operating costs
(including but not necessarily limited to sdaries, wages, supplies, depreciation, and interest) as
defined herein.

" Construction” meanstheerection, building, renovation, replacement or dteration of thephysica plant of
ahedth care fadility.

Except for tertiary or speciaty care services as defined in section 3.32, " new health care equipment”

means any single piece of medica equipment (and any components which condtitute operationa
components thereof) proposed to be utilized by a hedth care facility or hedth care povider
(whether practicing done or asamember of apartnership, corporation, organi zation or associetion)
in conjunction with the provison of services to patients or the public, the capital costs of which



3.18

3.19

3.20

3.21

3.22

3.23

(including acquisition under lease or comparable arrangement or through donation) would exceed
$1,000,000.

In determining whether new hedlth care equipment costs more than $1,000,000, the cost of studies,
aurveys, plans, working drawings, specifications, and other activities related to acquiring the
equipment shal beincluded. If the equipment is acquired for lessthan fair market value, theterm
"cogt" includes the fair market vaue.

In the case of "one for one' hedth care equipment replacement wherein the new hedth care
equipment will not sgnificantly ater the purpose, function or clinical gpplicationsof the equipment to
be replaced, the state agency upon prior receipt of written notification shal exempt "one for one’
equipment replacement proposa from review.

"To offer" means to hold onesdlf out as capable of providing, or as having the means for the
provision of, specified new indtitutiona health services or new hedth care equipment.

"To develop” means to undertake those activities which, on their completion, will result in the
offering of anew inditutiona hedlth service or new hedth care equipment or the incurring of a
financid obligation, in relation to the offering of such a service or equipment.

" Public need" means asubstantia or obvious community need for the specific new hedth care
equipment or new ingitutional hedth service proposed and the scope thereof, in light of the
attendant circumstances and in the context of the considerationsoutlined in sections4.3(d) and 9.11
herein.

" Affected persons’, for purposes of the regulations herein, means and includes, but isnot limited
to, the person whose proposd is being reviewed, or the gpplicant; hedth care facilities located
within the state which provide inditutiond hedlth services, the date medical society; the State
osteopathic society; themedica school; such voluntary non-profit area-wide planning agenciesas
may be established in the state; statutory planning bodies; the state budget office, and hospital or
medical service corporation organized under thelaws of the sate; and those membersof the public
who are to be served by the proposed new ingtitutiona hedth services or new hedth care
equipment.

" Predevelopment activities' means expenditures for architectura designs, plans, working
drawings and specifications, Ste acquisition, professond consultations, preliminary plans, studies,
and surveys necessary for the preparation of an gpplication for the offering of a new indtitutiona
health service.

" State health plan” means such plan or plans as may be developed pursuant to sections
23-1-1.1 and 23-1-1.2 of the Rhode Idand Genera Laws, 1956, as amended, pecifying the health
godsfor the state on the basis of the characteristics, resources and specia needsof the stateand its
population.



3.24

3.25

3.26

3.27

3.28

3.29

3.30

331

" EX parte contact” meansan ora or written communication not on the public record, with respect to
which reasonable prior noticeto dl partiesisnot given, not including requestsfor status reports on reviews
being conducted.

" Cost impact analysis' means awritten anadyss of the effect that a proposa to offer or develop new
ingtitutiona health services or new hedlth care equipment, if approved, will have on hedth care costs and
shdl indude, but not be limited to, consderation of the proposa’s effects on increases in operating
expenses, per diem rates, hedth care insurance premiums, Medicaid reimbursement, and public headth
expenditures.

" Affordability” means the rdative ability of the people of the state to pay for or incur the cost of a
proposd, given:

a) congderation of the condition of the state's economy;
b) consderation of the statements of authorities and/or parties affected by such proposds;

) economic, financid, and/or budgetary constraints of parties affected by such proposals,
including cost impact statements submitted by the State Medicaid Agency or State Budget
Officer;

d) other factors deemed relevant by the Health Services Council or the Director.

"Premises’ means a tract of land and the buildings thereon where direct patient care services are
provided.

" Request for Proposals’ (RFP) meansapublic notice duly issued by the state agency which indicates
that the state agency hasidentified, on aprdiminary bass, the potential need for development or expansion
of a particular inditutional hedth service or new hedth care equipment and that the dtate is soliciting
proposals addressing such potential need from prospective applicants.

" Accelerated review" meansashortened certificate of need review of aproposal which the state agency
has identified and prliminarily determined to present a prima facie demondration of public need and
affordability.

" Research proposal” means any forma scientific investigation in basic biomedical or medical research
aress undertaken by or on behdf of ahedth care facility, exempted pursuant to section 7.0 herein, that is
not directly related to the offering of clinical hedlth services or patient care activities.

"Non-clinical proposal” meansany capita expenditure by or on behdf of ahedth carefacility, exempted
pursuant section 6.0 herein, that is not directly related to the provison of clinica health services or patient
care activities induding but not limited to parking lots, information systems, and tel ephone systems.



3.32

3.33

"Tertiary or specialty care services' means a classfication list of new or expanded medica
technology equipment and/or specidty care services which for reasons of qudlity, access,
efficiency or cost may be determined by the state agency to be subject to certificate of need
review regardless of capita expense or operaing expense. For new or expanded medical
technology equipment, thelist shall include cardiac catheterization, positron emisson tomography,
linear accelerators, and may aso be amended by the state agency through the rulemaking process
to include other new tertiary medica equipment which hasreceived gpprova fromthe U.S. Food
and Drug Adminigtration or which has been placed in " Approvable Status' by the U.S. Food and
Drug Adminigtration or which has been authorized for physician use by appropriate professiona
societies, but which is not in general use for patient care by physicians qudified to operate the
equipment or to provide the service. For new or expanded specidty care services, the list shall
include open heart surgery, organ transplantation, neonatd intensive care servicesand thelist may
aso be amended by the state agency through the rulemaking process to include other speciaty
caresarvices. For the purpose of thisreview requirement, an expansion of an existing tertiary or
specidty care service involving capita and/or operating expenses for additiond equipment or
facilitiesis reviewable; provided, however, that caseload volume increases associated with more
efficient utilization for existing equipment and facilities shal not be deemed subject toreview asan
expanded tertiary or specidty care service.

" Equity" means non-debt funds contributed towardsthe capital cost of an acquisition or project
which arefree and clear of any repayment obligation or liens againg assets, and thet result inalike
reduction in the portion of the capital cost that is required to be financed or mortgaged.

Section 4.0 Formal Application

41

Application formsrequired of applicantswill include but not be limited to items noted in section 4.3
herein and such additiond information as may be deemed appropriate by the state agency. The
state agency requires that an gpplication fee be included with the materidsfiled for certificate of
need review. Application fees shdl be non-refundable. The application fee shal be paid by check
made payable to the Genera Treasurer.

a) The submisson of any gpplication filed in accordance with section 23-15-4(d) by any
applicant shdl include an application processing fee of $500 per gpplication plusan amount
equal to onethird of onepercent (.33) of thetota capital expenditure costs associated with
the application; except that ahedth carefacility owned and operated by the state of Rhode
Idand shdl be exempt from this gpplication fee.

b) For any application filed in accordance with requirements 23- 15-5 (Expeditious Review),
any applicant except a hedth care facility owned and operated by the state of Rhode
Idand, shal include an gpplication processing fee of $750 per gpplication plus an amount
equal to onethird of one percent (.33) of thetota capita expenditure costs associated with
the gpplication.



4.2

4.3

d)

If during the course of review the capitd cost of a proposa isincreased as aresult of aforma
modification of the proposa which is accepted by the state agency, the gpplicant shal submit a
supplementd application fee equa to the differencein theincreasein capital costsfromtheorigind
application as filed and the accepted modification based on one third of one percent (.33) of the
revised capital expenditure cods.

Any change order request submitted in accordance with section 15.0 herein that proposes to
increase the total approved capital cost of aproposal shall include a supplementa application fee
equa to the difference between capitd costs as origindly approved and the amount of increasein
capital cost requested. The amount of the supplementa fee shdl be based on one third of one
percent (.33) of the proposed capital expenditure increase.

A duplicate copy of each application together with al supporting documentation shal be kept on fileinthe
dtate agency as a public record.

A forma gpplication shall contain the following information as aminimum, regarding any new inditutiona
hedlth service or new hedlth care equipment:

a)

b)

d)

abrief description of the project setting forth the proposed new indtitutiona hedlth service or new
hedlth care equipment;

the nature of the additional hedlth care services to be provided as a result of the proposed new
inditutiona hedth service or new hedth care equipment including a description of proposed
programsfor service linkageswith other hedlth carefacilities and programsfor achieving continuity
of patient care;

the proposed location of the new inditutiona health service and/or new hedth care equipment
together with acceptable schematic plans conssting of single line drawings (if applicable);

demongtration of apublic need for the proposed new ingtitutional health service or new hedth care
equipment and for the scope thereof at the time and place and under the circumstances proposed,
conddering the avallability of existing facilities, equipment and services, both statewide and on a
local basis, whichmay serveas dternatives or subgtitutesfor thewholeor any part of the proposed
new inditutional hedth service or new health care equipmen.

In demonstrating public need, the gpplicant shdl, as a minimum, perform the following:

1) demonstrate the current service and target popul ation involved and where gppropriate, the
projected population changes,

2) delineate the hedlth needs of the above populations,

3) inventory the facilities or services currently available or proposed capable of meeting the
types of health needsidentified in (2) above;
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h)

4) determine that portion of need which is not satisfied,
5) identify and evauate aternative proposas to satisfy the unmet need; and

6) delineste the judtification for the specific aternative proposed, including the scope
thereof.

In the case of an gpplication from an exidting facility, an identification of any outstanding
hedlth care facility licensure deficiencies, citations or accreditation problems as may have
been cited by the appropriate authority. Inthe case of proposed new hedlth carefacilities,
a description of the qudity assurance programs and/or activities which will rlate to the
gpplication including both inter- and intra facility programs and/or activities and outcome
andysswhether mandated by the state or federd governments or voluntarily assumed. In
the absence of such programsand/or activities, the applicant shall provide afull explanation
of the reasons for such absence;

an andysis of the cost of the proposed new ingtitutiond hedlth service or new hedth care
equipment including al design fees and related expenses as enumerated in section
3.15(b)(1) and (2) herein together with the rdationship of such cost to thetotal value of the
facility's physicd plant, equipment, and hedlth care services for both capita and operating
cogts. Such andysis shal include areasonable forecast for inflation for the expected time
period that is proposed to e apse between the submission of the gpplication and the ultimate
implementation date of the proposd;

afinancid plan for operating and capita expenses and income for the period immediately
prior to, during, and for three (3) years after complete implementation of the new
inditutiona hedth service or new hedlth care equipment;
a datement of the sources of funds for the new indtitutiona health service or new hedlth
equipment showing funds derived from the applicant's own sources and from borrowing,
and further showing:

1) evidence of equity commitment;

2) interest rate for the proposed debt financing;

3)  termfor the proposed debt financing;

4) principa amount borrowed;

5) points, discounts, or origination fees, etc;

10



)

6) adebt service schedulewith annua outlaysfor principa and interest ontheamount
borrowed;

7) evidence that dternative methods of financing have been investigated;

8) a comparison of the proposed method of financing with financing through a tax-exempt
bonding authority;

9) an annua analysis of cash flow for the period between gpprova of the gpplication and the
third full year of operation of the new inditutional hedlth service or new hedth care
equipment;

10)  adepreciation scheduefor the new inditutiona health service or new hedlth care equipment
showing useful life, method of depreciation, and sdvage vaue;

11)  audited financid statements for the most recent year available;

12)  whererefinancing of existing debt is contemplated, theorigind principa, current balance or
principd, interest rates, term remaining, and documented judtification for the refinancing
contempl ated,

13)  with respect to a proposed lease, a comparison of the lease with the option of purchase,
showing term of lease, annud lease payments, sdvage vaue of equipment at lease
termination, purchase options, value of insurance and service options contained in the lease,
discounted cash flows under both lease and purchase arrangements, and discount rate;

14)  suchfinancid indicators as may be requested by the Sate agency.

evidence of Ste control - afeesmpleor such other estate or interest in the Siteincluding necessary
easements and rights of way, sufficient to assure use and possession for the purpose of the
condruction and operation of the facility (applicable only to new inditutional hedth services
involving new condruction, anew premise, or anew licensed hedlth care facility);

evidence of the receipt from the applicable zoning authority of an application for zoning gpprova
where such zoning gpprova is required by the municipdity in which the facility is to be located
(applicable only to new inditutiona hedlth services involving new congruction, renovations, new
premises, or anew licensed hedth carefacility). Fallureto obtain needed zoning approva(s) within
the time period alowed for project implementation as set forth in section 14.1(g) or such time
period for implementation as otherwise specificaly sat by the state agency inits decison shdl be
groundsfor thewithdrawal of any approva of any certificate of need granted subject to any zoning
approvals,

11



k) evidence from the appropriate state and/or municipa authority(ies) of an gpproved plan for water
supply and sewage disposal (gpplicable to new inditutionad hedth services involving new
congtruction or the expansion of patient occupancy);

)

m)

P)

o)

D

assurance of and/or evidence of compliancewith other federd, state, or municipa
fire, safety, use or occupancy or other hedlth facility licensure requirements;

aprojected manpower budget specifying the personnd required for the staffing of
the proposed new ingtitutiona health services or new health care equipment and the
contemplated program and plan for the recruitment and training of personnd (if
goplicable);

the estimated date of contract award (if applicable);

adtatement of the arrangementsfor architectura servicesthat have been made or
are anticipated including the name of the architect (if applicable);

evidence that the gpplicant has adequately planned for any temporary move or
relocation of any facility or service which may be necessary during any proposed
congtruction period, and evidence that the applicant has planned adequately to
assure patient protection from noise, dudt, etc. and to the extent possible,

continuation of servicesduring any proposed congtruction period (applicable only
to new inditutiona hedth services involving congtruction or renovetion);

a statement of the period of time estimated to be required for the completion of
congtruction or implementation of achangein service after approvd of the formal
goplication;

an andysis and description of the impact of the proposed new inditutiond hedth
service or new hedlth care equipment, if approved, on the charges and anticipated
rembursementsin any and al affected areas of thefacility including consideration
of such impacts on individua units of service and on an aggregate basis by
individua class of payer.

from the applicant's perspective, comments on the affordability of the proposed
new inditutiona hedth service or new hedth care equipment and of the scope
thereof at the time and place and under the circumstances proposed considering
the affordability of the proposal as defined in 3.26 above, as applicable.

in the case of an gpplication involving the establishment of anew hedth carefadility,
evidence must be provided that the gpplicant haslegaly incorporated said entity in
accordance with the requirements of the Generd Laws of Rhode Idand, or inthe
absence of such evidence, the gpplicant must provide written documentation
attesting to thefacts of thelega statusof the proposed entity. The gpplication shall



4.4

4.5

provide full disclosure of all entities, subsdiaries, or personswithinalega chain of
control which shdl include, but is not limited to ownership type, the names,
addresses, and principa occupations of al owners or holders of equity interest in
the entity, proposed or established by-laws, and such other relevant related
information as may be deemed necessary by the state agency for full disclosure.

u) in each gpplication, the chief executive officer, the chairperson of the governing board, or
other such person equating to theowner or person in charge of the gpplicant shall certify as
to the completeness, accuracy, and veracity of the contents of the application; and

V) any additiond information pertaining to the new inditutiona hedth service or new hedth
care equipment which the state agency may deem necessary for analysis of the gpplicable
condderations outlined in section 9.11 herein.

Acceptance of the gpplication "inform" by the sate agency at thetime of submissonshdl innoway

be construed as indicating that additiond information may not later be required and shal not be

congtrued as having any effect on the merits of the application or of the contents thereof.

Notwithstanding the preceding application requirements or other certificate of need requirements

contained herein, the state agency may periodically issue requestsfor proposa sfor the purpose of

soliciting specific and limited certificate of need proposalsfrom prospective applicantsto addressa
potentia need for development or expansion of aparticular hedth care service or health equipment.

The state agency shdl prepare and publish the specifications for each request for proposa which

shdl include the following requirements:

a) the specific subject matter for development or expangon;

b) the selection criteriato be utilized;

) the time frames for submisson and project implementation;

d) relevant cost and affordability consderations,

e) selection process, and

f) other pertinent review congderations and administrative procedures.

Section 5.0 Acquisition of Health Care Facilities

5.1

Capita expenditures made to acquire a hedth care facility are reviewable in accordance with
section 3.15(b), if such capitd expenditurewill result in achangein the services or bed capacity to
be offered by such facility.
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5.2

5.3

5.4

5.5

In order to determine whether a hedth care facility must file an application for approva of the
capital expenditure, at least thirty (30) days before any person acquires or entersinto acontract to
acquire an exiging heath carefacility, the person shal make written notification to the Sate agency
of the person'sintent to acquirethefacility and of the servicesto be offered inthefacility anditsbed

capacity.

The state agency will respond to the rotice of intent within fifteen (15) working days with a
determination asto whether an gpplication for gpprova of the capital expenditure must befiled with
the state agency.

If the state agency determinesthat an application is not required and a person acquires an existing
hedlth carefacility without acertificate of need but proposesto change the servicesor bed capacity
of the facility within one (1) year after the acquisition, the proposed change must be reviewed if it
would have reguired review under section 3.15 herein origindly.

In ingtances of the acquisition of hedth care facilities where there will be no changesin sarvices
provided or in bed capacity or designations which would require certificate of need review and
approvd prior to implementation, the filing of an gpplication for change in ownership under the
provisons of Chapter 23-17 of the Rhode Idand Generd Laws, asamended, shall serveasnotice
of intent to acquire a hedlth care facility.

Section 6.0 Review of Non-Clinical Capital Expenditures

6.1

Capitd expenditures by a hedlth care facility that are not directly related to the provision of hedlth
services asdefined in this Chapter, including but not limited to capital expendituresfor parking lots,
information systems, tel ephone systems shd | not require a certificate of need review and approval
by the state agency.

Section 7.0 Review of Research Proposals

7.1

Capita expenditures by a hedth care facility related to research in basic biomedica or medicd
research areasthat are not directly related to the provison of clinical or patient care services shdl
not require a certificate of need review and approvd by the Sate.

Section 8.0 Review of Voter Approval Capital Bond | ssues

8.1

Voter approved state bond issues authorizing capita expendituresfor hedth carefacilitiesshal not
require a certificate of need review and approva by the state agency.

Section 9.0 Review Procedures

9.1

Proposds for new indtitutiona health services and new hedlth care equipment shall be subdivided
into three (3) categories for purposes of review:

14



9.2

9.3

94

9.5

a) expeditious review;
b) accelerated review;
C) regular review.

Applicants mug file three (3) copies of the completed gpplication & the time of initid submisson. Any
aoplication filed with the state agency mugt include an gpplication fee. The agpplication fee shal be
consdered to be a necessary part of the initid submission and failure to abide by this application fee
requirement shal preclude any further consideration of the application and review will beinitiated. Oncethe
dae agency hes determined that the origind filing is acceptable in form (or that an amended filing is
acceptable in form) a tota of twenty-five (25) copies of the acceptable application materids shdl be
provided at least seven (7) days prior to the initiation date of the review.

a) Expeditious reviews may be submitted a any time. If it isdetermined that an expeditiousreview is
not gppropriate, the application shal be held for review until the applicable succeeding regular
review cycle.

b) Accderated review requests shall be submitted on or before the date of the appropriate regular
review cycle of 10 January or 10 June.

) Regular reviews must be received a the Office of Hedlth Systems Development by 4:30 P.M. on
10 January or 10 June.

d) Applications other than expeditious reviews received after the stipulated dates for review shdl be
held for review until the subsequent gpplicable cycle.

For purposes of each review cycle category, each gpplication received shal be batched with dl other
goplications smultaneoudy under review.  Further, each gpplication may be grouped with smilar
applications based upon the type of hedth care facility involved, identity of the geographica area-service
population, or the nature of the proposa toinsurethefull benefits of comparison for competing gpplications
and to evauate the impact on affordability of those proposals.

Except in the cases of expeditious reviews or accelerated reviews, the procedures outlined in sections 9.5
through 9.11 shal be employed for the conduct of reviews of new inditutiona health services and new
health care equipment.

a) The gate agency, on 10 July and 10 February shall give written notification to affected persons
and/or othersrequested by the applicants, or the state agency, of the beginning of thereview cycle.
Such noatice shdl include the following specific facts:

1) a description of the subject matter of the applications filed and of the principa
issues involved;

2) the proposed schedule for the review;
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9.6

9.7

9.8

3) the period within which a public meeting may be held, if requested by an affected
person, not to exceed thirty (30) days from the date of notification of affected
persons,

4) the manner by which natification will be provided, of the time and place of the
public meeting, should one be requested,;

5) the manner by which written comment may be provided to the state agency; and

6) if deemed gppropriate by the state agency, whether accelerated review will be
provided.

b) In addition, anotice of the beginning of the review cycdle, including the information required
above, shdl be published in anewspaper having aggregate generd circulation throughout
thegtate. Thismethod shdl serve asappropriate notice to members of the generd publicto
be served by the gpplicant or otherwise affected by the subject matter of the application.

Failure of an affected person to receive written notification in accordance with this section
shall not be groundsfor reversa of adecision of the state agency or defeat the jurisdiction
thereof or affect adversely the regularity of any proceedings before same, provided that
newspaper notification was provided in accordance with the provisons herein.

) "Notification" isthe date on which the notice is sent to applicants and to affected persons.

If an gpplication is deemed not acceptable in form after initid staff review, the gpplicant shal be
informed of the reasons for its rgjection within ten (10) working days of itsreceipt. The applicant
may then submit the materids required by the state agency to correct the deficiencies cited as
forming the basisfor rgjection, provided such submission can be made at |east seven (7) days prior
to the date for initiation of the review cycle. Such submissions shdl be considered to form part of
the origina applicationfiled by the gpplicant. Any submissonsfiled after the stipulated date shall be
indigible for review until the gpplicable subsequent cycle.

Acceptance of an gpplication in form shal not be congrued as affecting the sufficiency of the
information provided in substance. The burden of proof is upon the gpplicant to prove the public
need and affordability for the pecific new ingtitutiona health service or new health care equipment
proposed to be offered or devel oped, and the scope thereof, and to demonstrate compliance with
al matters required by law and the regulations herein, through the information provided in the
application.

If, during the conduct of a review, new information provided by the gpplicant subsequent to the
filing of itsforma application is contradictory to the information provided in theforma application
or if such new information suggests the proposa contemplated by the gpplicant to be materialy
different from that presented in the origina application, the Director of Hedth may terminate the
review. The applicant may resubmit the proposa in an gpplicable subsequent review cycle.

16



9.9

9.10

911

Affected persons, including those parties defined in section 3.21 and the state Department of Business
Regulation, the Department of Menta Hedlth, Retardation and Hospitas, the Department of Human
Services, the state peer review organization, affected cities and towns, and such other agencies and/or
persons as may be deemed appropriate in the context of an individua application, shal be afforded an
opportunity to provide written comment with respect to each gpplication submitted. Any comment so
initiated must be received by the state agency within fifty (50) days, when practicable, from the date of
notification of affected persons except in the case of:

a) expeditious reviews or acceerated reviews when comments must be received within twenty (20)
days, when practicable, of the date of notification of affected persons, or

b) public meetings shdl be held in accordance with section 10.0. The period for comments may be
modified by the adjudicative hearing officer in order to establish the officia record.

Thetime frame for review shdl be asfollows:

a) The decision of the state agency may be rendered within one hundred twenty (120) daysof the date
of notification of affected persons. The maximum period of review by the Hedth Services Council
shdll not exceed one hundred fifteen (115) daysand that the State agency decision shall berendered
within five (5) days of the Hedlth Services Council's determination of its recommendation.

b) If the state agency fails to act upon an gpplication within one hundred twenty (120) days, the
applicant may apply to the superior court of Providence County to require the state agency to act
upon the application.

The Health Services Council shdl analyze, as deemed appropriate, no lessthan thefollowing consderations
in conducting reviews.

a) therelationship of the proposdl to such state hed th plansas may beformulated by the state agency;

b)  theimpact of approva or denid of the proposa on the future viability of the applicant and of the
providers of hedlth servicesto asignificant proportion of the population served or proposed to be
served by the applicant;

C) the need that the population to be served by the proposed equipment or services has for the
gpecific new inditutiond hedlth service or new hedlth care equipment and the scope thereof; and
the extent to which such proposed services or equipment will be accessbleto resdents of the Sate,
particularly those traditionaly underserved:;

d) the availability of dternative, less codly, or more effective methods of providing such

services or equipment, including economies or improvements in service that could be
derived from feasible cooperative or shared services,

17



€)

)

o)

h)

)

K)

theavallability of fundsfor capita and operating needs for the provision of the services or
equipment proposed to be offered;

the effect of the means proposed for the delivery of such services on the clinical needs of
hedlth professond training programs in the date;

if such sarvices areto be available in alimited number of facilities, the extent to which the
health professon schoolsin the areawill have accessto the servicesfor training purposes,

the immediate and long term financid feasibility of the proposd including:

1) the reasonableness of utilization projections,

2) the probable impact of the proposal on the reimbursement system, on the cost of
and chargesfor hedth services of the gpplicant and onthe cost of hedlth careinthe

state,

3) thereative availability of fundsfor capita and operating needsfor the provison of
the services or equipment proposed to be offered,

4) the cogt of financing the proposa including the reasonableness of the interest rate,
the period of borrowing and the equity position of the gpplicant.

the impact of the proposa on the quality of hedth care in the state and in the population
areato be served by the applicant;

inthe case of exiging services or facilities, the qudity of care provided by thosefacilitiesin
the past;

the efficacy of the proposed new ingtitutional hedlth service or new health care equi pment;

the relationship, including the organizationa rdationship of the services or equipment
proposed, to ancillary or support services and to the exigting hedlth care system of the
deate;

gpecid needs and circumstances of those entities which provide a substantial portion of
their services or resources, or both, to individuas not residing within the Sate;

gpecid needs of such entities as medical and other hedlth professonal schools, multi-
disciplinary clinics and specidty centers,

the specid needsfor and avallability of osteopathic facilities and serviceswithin the Sate, including
the impact on existing and proposed indtitutiona training programs for doctors of osteopathy and
medicine a the student, internship and resdency levels,
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P)

D

u)

in the case of a congtruction project:

1) the costs and methods of the proposed construction, and projected life cycle operating
costs,

2) the probable impact of the construction project reviewed on the costs of providing health
services by the person proposing such construction project and on the costsand chargesto
the public of providing hedth services by other persons;

thefactorswhich affect the effect of competition on the supply of the hedlth servicesbeing reviewed
with particular emphasis on the prevailing method of paying for inpatient health services by public
and private hedth insurers;

improvements or innovations in the financing and delivery of hedth senices which foster
competition and serve to promote quality assurance and cost effectiveness, particularly as such
relate to the prevailing method of paying for inpatient hedlth services and other indtitutiona hedlth
services by public and private hedlth insurers,

the efficiency and appropriateness of the use of existing services and facilities amilar to those
proposed, including the extent to which the proposed new service or equipment, if implemented,
will not result in any unnecessary duplication of existing services and equipment.

in the case of review of proposals by hedlth care facilitieswho by contractua agreement, Chapter
19 of Title 27 or other statute are required to adhere to an annua schedule of budget or

reimbursement determination to which the state is a party, the State Budget Office and Hospital

Service Corporations organized under Chapter 19 of Title 27 shdl forward to the Health Services
Council within forty-five (45) days of the initiation of the review of the proposas by the Hedlth
Services Council under section 23-15-4(f)(1) of the General Laws of Rhode Idand, 1956, as
amended:

0] acog impact andysis of each proposal which andyss shdl include but not be limited to
consideration of increases in operating expenses, per diem rates, hedth care insurance
premiums and public expenditures, and

(it) comments on acceptableinterest rates and minimum equity contributionsand/or maximum
debt to be incurred in financing needed proposals.

the ability of the people of the stateto afford the proposal as defined in section 3.26 hereinincluding
consderation of the condition of the state's economy, the statements of authorities and/or parties
affected by such proposas, and economic, financia, and/or budgetary congtraints affected by such
proposas including such written cost impact analys's as may be provided by the State Medicad
Agency, State Budget Officer or other affected parties.
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X)

The potentid of the proposal to demondtrate or provide one (1) or more innovative
approaches or methods for attaining a more cost effective and/or efficient hedth care
system;

The relaionship of the proposa to the potentid need indicated in any requests for
proposas issued by the state agency in accordance with the requirements of section 4.5
herein;

and any other factors deemed relevant by the Health Services Council or the Director.

Section 10.0 Public Meetings

10.1 If requested in writing by an affected person, as defined in section 3.21 herein, a public meeting
may be scheduled by the state agency to consider an gpplication during the course of the review

period.

10.2 The request must be received by the state agency within fifteen (15) days of the date of written
natification to affected persons of the beginning of areview, provided in accordance with section
9.5 herein.

10.3 Thefollowing rules of procedure shal goply to the conduct of public meetings.

a)

b)

Notice shdl be mailed to those hedth care facilities and affected persons which have
requested an opportunity to review the gpplication and make written comment thereon.
Notification shal be by newspaper for al other hedth carefacilitiesand affected personsas
outlined below. The notice shdl include a statement of the legal authority and jurisdiction
under which the meeting isto be held, adescription of the subject matter of the gpplication
and of the principa issuesinvolved, and of thetime when, and place where, and the manner
in which affected persons may present their views thereon. The latter method shal serve
appropriate notice to hedth care facilities located within the state and to members of the
public to be served by the gpplicant or otherwise affected by the subject matter of the
application. Failure of an affected person to receive notification in accordance with this
section shal not be grounds for reversal of a decison of the state agency or defeat the
jurisdiction thereof or affect adversdy the regularity of any proceedings before same,
provided that newspaper notification was provided in accordance with the provisons
herein.

The public meeting shall be conducted by the adjudicative hearing officer of the state
agency.

Any person shal have theright to be represented by counsdl and to present ora or written
arguments and evidence relevant to the matter which is the subject of the public meeting.
Any person affected by the matter may conduct reasonable questioning of persons who
make relevant factual dlegations.
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d) The agency shdl maintain a verbatim record of the public meeting which shdl be
transcribed and made available to the Hedth Services Council.

e) After the commencement of apublic meeting held during the course of review and beforea
decision is rendered, there shall be no ex parte contacts between

0 any person acting on behaf of the applicant or holder of an gpprova from the sate
agency, or any person opposed to the issuance or in favor of withdrawal of an
gpprovd, and

(i) any person in the state agency who exercises any responshbility respecting the
goplication or withdrawal.

Section 11.0 Expeditious Review

11.1  Any personwho proposesto offer or develop new ingtitutiona health services or new hedth care equipment
may request an expeditious review:

11.2

11.3

114

a)

b)

d)

for emergency needs documented in writing by the satefiremarsha or other lawful authority with
smilar jurisdiction over the relevant subject métter;

for the purpose of diminating or preventing fire and/or safety hazards certified by the state fire
marshd or other lawful authority with Smilar jurisdiction of the relevant subject matter asadversaly
affecting the lives and hedlth of petients or g&ff;

for compliance with accreditation standards failure to comply with which will jeopardize receipt of
federd or state rembursement;

for such animmediate and documented public hedth urgency asmay be determined to exist by the
Director of Hedth with the advice of the Hedth Services Council. The Health Services Council
shall not be deemed to have recommended expeditiousreview under thiscriterion except by atwo
thirds affirmative vote of the members present at the time of the vote.

The dtate agency shdl exercise its discretion in granting an expeditious review and may waive the public
mesting provision during the course of review.

Affected persons other than the Hedlth Services Council shdl be provided no more than twenty (20) days
for review and comment to the State agency in the case of an expeditious review.

In the case of an expeditious review submitted by ahedth carefacility required by contractua agreement,
Chapter 27-19, or other statute to adhere to an annual schedule of budget determination to which the state
isa party, the state budget office and hospital service corporations organized under Chapter 27-19 of the
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Genera Laws of Rhode Idand, 1956, as amended, shall provide the state agency with a cost impact
andysisfor the proposal.

11.5 The decison of the state agency not to conduct an expeditious review is not subject to
recons deration or adminigtrative review; provided, however, affected partiesshdl beafforded, with
respect to any decision on the merits rendered by the state agency through the mechanism of an
expeditiousreview, dl rights of adminidrative review ddineated in sections 23- 15-6(b)(9) and (10)
of the Rhodeldand Generd Laws, asamended, asfurther eucidated in sections 17.0 through 18.0

herain.

11.6 Thedecison of the state agency in an expeditious review shdl be rendered within forty-five (45)
days of theinitiation of said review, when practicable.

Section 12.0 Accelerated Review

121 (3

(b)

(©

Accelerated review may be requested by applicants on or before the date of the regular
review cycle of 10 January or 10 July. In order to quaify for proposed processing under
accelerated review, the state agency must identify and preiminarily determinethat thereisa
prima facie demongration of public need and affordability for the proposd. This
identification and preliminary determination shall be made before thedate scheduled for the
initiation of Hedlth Services Council review.

The date agency shal exerciseitsdiscretion, in accordance with the criteriaset forthin (a)
above, in proposing accelerated review. For those proposas for which the state agency
proposes accelerated review, the state agency shall:

(@D} make a written prdiminary finding that the proposd presents a prima facie
demongtration of public need and affordability consistent with the criteriaset forth
above, and

2 make written preliminary findings consistent with the criteria set forth in sections
13.3 and 13.4 herein.

The initiation of review notice provided to affected parties and to the public shal clearly
indicate the state agency's intention to propose accelerated review. The public comment
period for such reviews may be limited to twenty (20) days. The state agency may
propose apreliminary report on such application provided such proposed report meetsal
the requirements of sections 13.3 and 13.4 herein regarding required findings and review
consderations. TheHedth Services Council may consider such proposed report and may
provide its advisory to the Director of Hedth by adopting such report in amended or
unamended form. The Hedth Services Council, however, is not bound to accept such
report nor isit bound to recommend to the Director that the proposal be processed under
the accelerated review mechanism.



C)

(d)

Written objectionsfrom affected persons directed to the processing under the accelerated
review mechanism and/or the merits of the proposal shdl be accepted during a20 (twenty)
day comment period which shdl begin & the initiation of review. Objections to going

forward with an accelerated review (asdistinct from objectionsdirected to the meritsof the
proposd) shdl give clear, subgtantia, and unequivocd rationde as to why the proposa

ought not to be processed under the accelerated review mechanism. The Health Services
Council shdl take under advisement al objections both as to the merits and as to

proceeding with an abbreviated review and shal make arecommendation to the Director
with respect to each. Should the Hedlth Services Council not recommend to the Director
that the proposal be processed under the accelerated review as initialy proposed, such
gpplication may be processed cong stent with the time frames and proceduresfor proposals
not recommended for accelerated review and may be batched with those reviews which
were contemporaneoudy initiated. If accelerated review isnot granted, then the comment
period may be forthwith extended consistent with the time framesin section 9.9 herein for
proposals not under accelerated review or expeditious review. The Director, with the
advice of the Hedlth Services Council, shdl make the find decison either to grant or to
deny an accelerated review and shall make the find decision to grant or to deny the
proposd on the merits within the acceerated review mechanism and time frames.

If gpplicable, the state budget office and hospita service corporations organized under Chapter
27-19 of the Generd Lawsof Rhode Idand, 1956, asamended, shall providethe state agency with
acog impact analysis for the proposd.

Section 13.0 Findings and Recommendations

13.1 At the concluson of itsreview of each gpplication for new indtitutiona health services or new hedth care
equipment, the Health Services Council shal make recommendations to the Sate agency reldive to
approva or denid of the new ingtitutional health services or new hedth care equipment proposed.

13.2

13.3

Such recommendations shal explicitly address the information required in accordance with section 4.3
herein and the relevant consderations outlined in section 9.11 above. Such findings and recommendations
shdl take into consideration policies adopted publicly by the state agency, and any apparent or red
differences shdl beillustrated as to the factors of consideration involved.

The findings of the Health Services Council shdl include commentary where gpplicable, on the fallowing
elements derivable from the information provided in accordance with section 4.3 of the regulations herein:

a)

b)

therelationship of the proposdl to such state hed th plansas may beformulated by the state agency;

the applicant's demonstration of public need for the specific proposa and the scope thereof;

a detalled andysis of dl dements (capitd and operating) of the total project cost including
prospective sources of payment for associated operating expenses,
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134

13.5

d)

9

h)

)

theincrementa cost to the hedlth care system of provision of the additiona servicesand the
consequent impact of the proposa upon the overdl codts of the indtitution, upon patient
charges, and upon the reimbursement system;

thefeasihility of the proposd including the mix of financing and the reasonstherefor asthey
relate to the overdl financid structure of the gpplicant and such other factors as may
impinge upon the feashility of the proposd;

the derivable operating efficiencies (i.e., economies of scae or subdtitution of capita for
personnel) which may result in lower total or unit costs,

the efficiency and appropriateness of the use of existing inpatient facilities providing inpatient
services similar to those proposed (if applicable);

the efficiency and gppropriateness of the proposed new inditutional health services,
including the extent to which the proposed new service or equipment, if implemented, will
not result in any unnecessary duplication of existing services or equipment;

the affordability of the proposal; and

for proposals subject to Chapter 23-15-6(€), therdative priority of the proposa compared
to dl other proposas smultaneoudy under review.

The Hedlth Services Council shdl not make arecommendation to the state agency that aproposal

be approved unless it is found that the proposa is affordable to the people of the state. In

determining whether or not aproposd isaffordable, the Health Services Council shdl consider the
condition of the state's economy, the statements of authorities and/or parties affected by the
proposals, and such other factors asit may deem appropriate.

In addition, the following written findings shall be made prior to the gpprova of any proposa for
provision of additiona inpatient services:

a)

b)

that superior dternatives to such inpatient services in terms of cod, efficiency and
aopropriateness do not exist and that the development of such aternatives is not
practicable;

that, in the case of new construction, aternativesto new condtruction such asmodarnization
or sharing arrangements have been consdered and have been implemented to the maximum
extent practicable;

that patientswill experience serious problemsin termsof cogt, availability, or accessibilityin

obtaining inpatient care of the type proposed in the abbsence of the proposed new service;
and
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13.6

13.7

d) that, in the case of a proposd for addition of beds for the provison of nurang fecilities the
relationship of the addition to the plans of the agencies of the tate responsible for providing and
financing long term care has been considered.

Thegate agency shal makewritten findings (taking into account the accessibility of the hedth carefacility as
awhole) on the extent to which the proposdl, if gpproved, will meet the following accessibility criteria

a) the extent to which low income persons, racia and ethnic minorities, women, handicapped persons,
and thederly presently have accessto such services and the extent to which such groupsarelikdy
to have accessto this service;

b) in the case of a reduction, eimination or relocation of a service, the need that the population
presently served has for the service, the extent to which that need will be adequately met by the
proposed relocation or by dternative arrangements, and the effect of the reduction, dimination or
relocation of the service on the ability of the groups noted in section (&) above to obtain needed
hedlth care;

) the performance of the applicant regarding its povison of uncompensated care, community
services or access by minorities and handicapped persons to programs receiving federd financia
assistance, including the existence of any civil rights access complaints against the gpplicant;

d) the extent to which Title XVIII (Medicare), Title XIX (Medicaid) and medicdly indigent petients
are served by the applicant;

e) the extent to which the applicant offers arange of means by which a person will have accesstoits
sarvices (eg., outpatient services, admission by house staff, admission by persond physician);

f) the extent to which the applicant grantsmedical saff privilegesto physcianswho servetheindigent;
and

0 the extent to which the applicant takes actions necessary to remove barriersthat limit accessto the
hedlth services of the gpplicant (e.g., trangportation, language, facility design and financid barriers).

The dtate agency shdl render a written decison (which shdl be the find decison for the purpose of
determining the gpplicable time frame in accordance with section 23-15-6(b)(2) of the Rhode Idand
Generd Laws, as amended) on al applications for new hedlth care equipment or new inditutiona hedth
services based on the findings and recommendations of the Hedlth Services Council unlessthe state agency
shdl afford written judtification for variance therefrom. In the case of approvas of new hedth care
equipment or new inditutiona hedlth services for the provison of hedth services to inpatients, the Seate
agency's decison shdl include the written findings required in accordance with section 23- 15-6(b)(6)(i) of
the Generd Laws of Rhode Idand, 1956, as amended. The provisions of section 13.2 herein shdl have
applicability to the formulation of the written decisons of the state agency.
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13.8 If the state agency renders a decision contrary to the findings and recommendations of the Hedlth
Services Council, it must afford written judtification for its variance therefrom.

13.9 Inrendering its decision, the state agency may approve or disapprove, in whole or in part, any
gpplication as submitted.

13.10 Eachdecison of the Sate agency toissue or not to issue a certificate of need must be based on the
review by the state agency conducted in accordance with the procedures and criteria adopted
under the regulations herein and on the record of the adminigtrative proceedings held on the
application for the certificate or the state agency's proposal to withdraw the certificate.

13.11 Inany case where the state agency finds that an approved project does not satisfy the criteriain
section 13.5 it may, if it approves the application, impose the condition that the applicant take
affirmative steps to meet those criteria

Section 14.0 Conditions of Approval
14.1  All approvals granted by the state agency are subject to the following conditions:

a) that the applicant must complete the approved congtruction at atotal cost not to exceed
that stipulated in the decision of the sate agency;

b) that the gpplicant will cause theproject to be completed in accordance with the gpplication
as approved,

) that any changesto the gpplication as approved must be submitted to the state agency for
prior authorization;

d) that the state agency must be apprised of the award of any contract associated with the
proposed new inditutiona hesalth service or new hedlth care equipment and must be
provided with acopy of the bid award and/or guaranteed maximum price (GMP) certifying
the total bid price and stipulating any and al costs associated with the proposal, within a
reasonable period of time as determined adminigratively by the Sate agency;

e) that any change ordersto the contract as awarded or increasein the contract price must be
submitted to the state agency for information, except that change orders or other cost
increaseswhich exceed the contingency reservefor aproject must be submitted tothe seate
agency for prior authorization in accordance with section 15.0 herein;

f) that the state agency may withdraw gpprova of any new indtitutional hedlth service or new
hedth care equipment, not involving condruction, if the gpplicant fals to initiate
development of such new indtitutiona hedlth service or new hedlth care equipment within
one (1) year (or other time period for implementation as specificaly required in the Sate
agency decision) of the date of such gpprovd;
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14.2

0 that the state agency may cancel or withdraw approva of anew ingtitutiond hedth serviceinvolving
condruction if the applicant falls

1) to execute a mntract to initiate such congtruction within one (1) year of the date of
approva of the gpplication (or other time period for implementation as specificaly required
in the state agency decision) and;

2) to demongrate sufficient progress towards project completion as documented in the
summary progress report required by section 14.1(h) herein;

h) that, if specificaly requested in writing by the state agency, a summary progress report, detailing
cogts incurred, shal be filed with the state agency at six (6) month intervas from the date of find
date agency decison until full implementation of the approved new indtitutional hedth service or
new health care equipment;

i) that in the case of a proposed new indtitutiona hedlth service involving new congtruction, the
Director of Hedth or hisgher authorized representative may at any time during the course of
construction or upon the completion of the project make an on-Siteingpection of the congtruction
and equipment to check for compliance of the congtruction in accordance with theterms of hisher
prior gpprovd;

) that the facility shal comply with the building laws, codes and regulations of the municipdity where
such facility is located, gpplicable laws, codes and regulations of the state of Rhode Idand, and
gpplicablefedera codes and standards unless avariance therefrom shall have been alowed by the

appropriate agency;

k) that the state agency must be provided with documentation of the find financing arrangements
(indluding tota amount funded, equity funds and source, borrowed funds and source, term of loan,
interest rete, schedulefor retirement of debt, and terms of interim borrowing, if any) associated with
the provision of the approved new inditutiona health service or new health care equipment within
thirty (30) days of the establishment of said arrangements;

l) that failureto obtain needed zoning gpproval(s) on atimely basis consstent with the requirements of
section 15.0 shdl be grounds for the withdrawa of any certificate of need granted subject to any
zoning gpprovals); and

m) any other condition deemed appropriate by the state agency provided such condition directly
relates to the considerations outlined in section 9.11 herein.

Acceptance of the state agency’ s decision by the applicant includes acceptance of al conditions attached
thereto.
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14.3

14.4

14.5

14.6

Thedecison of the state agency, including itsfindings and recommendations, shal be distributed to
the applicant and upon written request to others.

At least annually, areport of reviews conducted, together with thefindings and decisonsrendered
in the course of such reviews, shal be published by the Sate agency.

Applicationsreviewed by the agency and dl written materids pertinent to agency review, including
minutes of al Hedth Services Council meetings, shal be accessible to the public.

In addition, upon written request filed in conformance with section 20.0 of the amended Rules and
Regulations of the Department of Health Regarding Practices and Procedures Before the
Department of Health and Access to Public Records of the Department of Health
(R42-35-PP), the date agency shdl make available, with respect to any review in process,
information relative to the status of such review and, for any completed review, the findings of the
state agency, with respect to such review, as well as any other information deemed gppropriate.

Section 15.0 Changes, Cost Overruns, and Failure to I mplement

151

152

@ Except for gpproved nuraing home proposas, any cost overrun that exceeds $750,000 of
the total approved capita cost requires review by the Hedth Services Council and
gpprova of the state agency.

(b) For nursing home proposals, any cost overrun that exceeds $300,000 or ten percent
(10%) of the total approved capita cost, whichever isless, requiresreview by the Health
Services Council and approva of the state agency. Cost overruns that are $300,000 or
less shdl be submitted to the state agency for adminidrative review and determination.

@ All other changes (including changes in financing plans) to an approved project for
provison of new inditutiona hedth services or new hedth care eguipment will be
forwarded by the state agency to the Hedth Services Council for review and
recommendation.

(b) For the purpose of this section, a change includes any change in the bed capacity of a
facility or the addition or termination of a heglth service which occurs within one
(1) year after the date the activity for which the expenditure was approved isinitiated or
implemented, whether or not a capital expenditure isinvolved.

(© Reviews by the Hedlth Services Council madein accordancewith the provisions of sections
15.1 and 15.2, if applicable, herein shal be completed when feasible within forty-five (45)
days of notification to the state agency that a cost overrun or change has occurred or will
occur. Decisons by the state agency with respect to approval or disapprova of a cost
overrun or change shdl be rendered within fifteen (15) daysof the completion of the Hedth
Services Council's review.
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153

154

155

15.6

15.7

15.8

If gpplicable, the state budget office and hospital service corporations organized under Chapter
27-19 of the Generd Lawsof Rhode Idand, 1956, asamended, shall providethe state agency with
acogt impact analyss for the cost overrun.

Falure to initiate development of a new inditutiona hedth service or new hedth care equipment, not
involving congtruction, within one (1) year of the date of gpprova of such new ingtitutiona health service or
new health care equipment unless otherwise specificaly conditioned in the Sate agency decison shal be
groundsfor review by the Hedlth Services Council and the state agency to determineif approva should be
withdrawn.

Failure to execute a contract to initiate congtruction of anew ingtitutiona headth service within one (1) year
of the date of gpprova of such new indiitutiona hesalth service unless otherwise specifically conditioned in
the State agency decision shal be groundsfor review by the Hedlth Services Council and the state agency to
determine if gpprova should be withdrawn.

Failure to provide summary progress reports as required in section 14.1(h) herein shall be grounds for
review by the Hedlth Services Council and the state agency to determineif gpprova should be withdrawn.

Failureto demondrate that sufficient progressisbeing madetoward project completion asevidencedinthe
summary progress reports as required in section 14.1(h) herein shal be groundsfor review by the Hedlth
Services Council and the state agency to determineif gpprova should be withdrawn.

Withdrawa of gpprovd for failure to initiate development or to execute a congruction contract in
accordance with sections 15.3 or 15.4 above shdl preclude the applicant whose approva has been

withdrawn from being considered as an existing or potentia provider of the new inditutiona health service
or new health care equipment for which gpproval waswithdrawn, in the context of application by theHedlth
Services Council of thecongderationslisted in section 9.11 hereinto pending or subsequent applicationsfor
amilar services by other persons or hedlth care facilities.

In conducting reviewsin accordance with sections 15.3 through 15.6 herein, the state agency shdl provide
written natification to the gpplicant and the hedth services council stating the grounds, scope and

procedures for initiating withdrawd of the certificate of need. Within thirty (30) days from the date of

natification, the gpplicant shal provide written judtification to the state agency for failure to implement or to
demondtrate that sufficient progressis being made toward project completion in accordance with sections
15.3,15.4, 15.5, and 15.6 herein. Upon receipt of thiswritten justification or following the expiration of the
alowed thirty (30) day period, the state agency shdl forward said judtification if furnished and other

pertinent materia s to the Hedlth Services Council for review and recommendation. When practicable, the
Hedlth Services Council shall provide the state agency with arecommendation within forty-five (45) daysof
the receipt of the gpplicant's written judtification if furnished regarding the failure to implement a project.
The scope of the Hedlth Services Council review and recommendation shal be limited to:

1) the specific circumstances resulting in failure to implement or to make sufficient progress
toward project completion; and
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2) theimpact of thisfaluretoimplement or to make sufficient progresstoward project

completion on the public need for said services. Decisonshy the state agency with
respect to withdrawal of gpprova shall be rendered within fifteen (15) days of the
completion of the Health Services Council'sreview.

15.9 The decison of the state agency rendered in accordance with this section is subject to the
recons deration and/or adminigrative review and/or judicid review outlined in sections 16.0 through
18.0 herein.

15.10 Inthecaseof adecison by the state agency to disapprove any changes or cost overruns, sanctions
available under section 23-15-4(h) of the Rhode Idand Genera Laws, as amended, shal apply
only to the cogts associated with the changes and/or overruns disapproved thereby.

Section 16.0 Reconsideration

161 ()

(b)

Any affected person may request in writing reconsideration of the State agency'sdecison if
such person:

1) presents significant relevant information not previoudy considered by the date
agency;

2) demondtrates that there have been significant changesin factors or circumstances
relied upon by the agency in reeching its decision;

3) demondratesthat the agency has materiadly failed to follow its adopted procedures
in reaching its decison; or

4) provides such other basisasthe state agency determines constitutes good cause,
which basis may be determined on a case-by-case basis.

In determining what condtitutes and what quaifiesfor presentation as"significant rlevant
information not previoudy considered by the state agency,” the person must prove that
sadinformation was, is, or would be significant to the agency'sfina decison and wasnot
previoudy available to the applicant for submisson to the state agency during the period
of the review process, provided, however, that nothing in this section shal be construed
to permit or allow the recons deration processto be used asaprocedure for modification
or amendment of an insufficient or deficient application or presentation during the review
process or to introduce as new matter previoudy existing data as an dternative basisfor
gpprova of a project (e.g., fire code deficiencies to which no previous reference was
made).

16.2 Reguestsfor reconsderation of astate agency decision must bereceived within thirty (30) daysof
the decison.



16.3

16.4

16.5

16.6

16.7

16.8

If the state agency determinesthat good cause has been shown for recons deration of itsdecision, apublic
meseting shal be scheduled within thirty (30) days of receipt of the request a which any person shdl be
afforded the opportunity to present testimony.

Noatification of the public meeting shall be afforded to the person requesting the meeting, to the gpplicant (if
different), to any person who has participated in the proceedings before the state agency provided said
person has forwarded written commentswhich are part of the formal record before the state agency, and
to other affected persons upon request at least seven (7) days prior to the proposed meeting date.

Noatification shal be by newspaper for al other affected persons.

The reconsderation public meeting shdl be conducted by the adjudicative hearing officer of the state
agency or hisher desgnee who shdl be empowered to ipulate time limitations on individua ord
testimony when warranted by time congtraints or the number of persons making ord statements and who
may use or gpply the Rules and Regulations of the Department of Health Regarding Practicesand
Procedures Before the Department of Health and Access to Public Records of the Department of
Health (R42-35-PP), where gpplicable, and where such rulesare not incons stent with section 16.1(b) of
the regulations herein, provided however, that dl materials submitted in writing shal be submitted by the
meseting date.

The adjudicative hearing officer of the date agency or hisgher designee shdl submit a written
recommendation to the state agency, based upon the record and upon the testimony offered at the
reconsderation public meseting.

The state agency sdl make written findings which state the basis for its decison on the request for
recond deration within forty-five (45) days of the conclusion of the reconsideration public meeting.

The decison of the state agency rendered in accordance with section 16.7 herein is the fina decison
unless adminigtratively reviewed in accordance with sections 16.0 and 18.0 herein.

Section 17.0 Administrative Review

171

17.2

17.3

The decison of the state agency may be administratively reviewed at the written request of any affected
person through an administrative review to be conducted by ahearing officer, hereinafter referred to asthe
adminigrative review agency, gppointed by the Director of Hedlth.

Thewritten request for administrative review must befiled within thirty (30) daysof the decision of the Sate

agency (or, if gpplicable, within thirty (30) days after a reconsderation decison is made) and the

adminigrative review must be initiated within thirty (30) days of the receipt of the request.

Within ten (10) days of the receipt of the request for an adminidtretive review, the state agency shdl give
written notification to the applicant, the person who requested the review (if different), and by publication
to any person who has participated in the proceeding before the state agency which notice shdl include;

a) agatement of the time, place, and nature of the adminidrative review;
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17.4

175

17.6

17.7

17.8

b) agdatement of thelegd authority and jurisdiction under which theadminigrativereview isto
be held;

) areference to the particular sections of the statutes and rules involved; and
d) ashort and plain statement of the issuesinvolved.

The burden of persuasion and of going forward shdl be on the party seeking to set asideadecision
of the state agency.

The grounds and scope of adminigtrative review are limited to demondrating thet the substantial
rights of the appellant have been prgudiced because the state agency findings, inferences,
conclusions, or decisons are;

a) in violation of condtitutiond or statutory provisons,
b) in excess of the statutory authority of the agency;
C) made upon unlawful procedure;

d) affected by other error of law;

€) clearly erroneousin view of the reliable, probative, and substantia evidence on thewhole
record; or

f) arbitrary or capricious or characterized by abuse of discretion or clearly unwarranted
exercise of discretion.

The decison of the adminigrative review agency (asdefined in section 17.1 herein) shdl be based
solely on the evidence introduced into the record before the state agency and factsofficialy noticed.

If, before the date set for adminigtrative review, application is made to the administrative review
agency for leave to present new sgnificant relevant information not previoudy congdered by the
date agency, condstent with the limitations and criteria provided for in section 16.1(b) of the
regulationsherein, and it isclearly shown to the satisfaction of the adminigtrative review agency thet
sad new information is materia and that there were good and subgtantia reasonsfor thefailureto
present it during thereview before the state agency, the adminigtrativereview agency may order the
matter remanded to the state agency upon conditions determined by the adminigrative review
agency for the reception of said new information and decison by the State agency.

Theadminigrativereview agency, after the rece pt of therequest for adminisirative review fromthe

gtate agency in accordance with 18.2 and the notice provided for in 18.3, shal conduct an appellate
adminigrative review. The proceedings shdl be transcribed at the request of the person filing the
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request for adminigrative review or a the request of the state agency. The adminigtrative review
agency may affirm the decision of the state agency or remand the casefor further proceedings, or it
may reverse or modify the decision if the subgtantid rights of the appellant have been prejudiced
because the state agency's findings, inferences, conclusions or decisions are subject to reversa or
modification because the same are violaive of the criteria st forth in section 17.5 herein. The
adminigtrative review agency, in conducting itsreview, shal not subgtituteitsjudgment for that of the
dtate agency asto the weight of the evidence on questions of fact.

17.9 Informa disposition may be made by stipulation, agreed settlement, consent order or defaullt.

17.10 Therecord shdl include:

a)
b)
c)

d)

al pleadings, mations, and intermediate rulings
all evidence received or considered;

a statement of matters officialy noticed;
questions and offers of proof and rulings thereon;

proposed findings and exceptions, the findingsto be based exclusively on the evidence and matters
officdly noticed;

awritten decison by the adminigrative review agency (asdefined in section 17.1 herein) and by the
officer presding a the adminigtrative review, pursuant to the jurisdiction of said officer, including
findingsof fact, (accompanied by aconcise and explicit statement of the underlying facts supporting
the findings) and conclusons of law, separately stated.

17.11 EXx parteconsultationsshall begoverned by the provisonsof section 42- 35- 13 of the Rhodeldand Generd
Laws, as amended.

17.12 The written decison of the adminigrative review agency shdl be in accordance with the requirements of
section 42-35- 12 of the Rhode Idand Generd Laws, asamended, and shdl be made within forty-five (45)
daysafter the conclusion of thereview, shal be distributed to the applicant and to the state agency and shall
be available to others upon request.

17.13 The decison of the adminidrative review agency is the find decison unless judicid review is sought in
accordance with section 18.0 herein.

Section 18.0 Judicial Review

18.1 Any person adversdy affected by afina decison of the state agency or adminigirative review agency may
obtain judicia review of the decisionin accordance with the provisons of sections42-35-15 and 42-35-16



of the Rhode Idand General Laws, as amended, provided that the state agency shdl be considered a
"person.”
Section 19.0 Sanctions

191

19.2

19.3

The offering or developing of new inditutiona hedlth services or hedlth care equipment by ahedth
care facility without prior review by the Health Services Council and approva by the state agency
shdl be grounds for imposition of licensure sanctions on such facility including denid, suspension,
revocation or curtailment or for imposition of such monetary finesasmay be satutorily permitted by
virtue of individud hedlth care facility licenang Satutes.

No government agency and no hospital or medica service corporation organized under thelaws of
the state shdl remburse any hedlth care facility or health care provider for the costs associated with
offering or loping new inditutiona health services or new heelth care equipment unlessthehedth care
facility or hedth care provider hasreceved approva of the state agency in accordance with Chapter
23-15 of the Rhode Idand General Laws, as amended. Government agencies and hospital and
medica service corporations organized under the laws of the state shall, during budget negotiations,
hold hedth care facilities and hedlth care providers accountable to operating efficiencies clamed or
projected in proposals which receive the gpprova of the state agency in accordance with Chapter
23-15 of the Rhode Idand Genera Laws, as amended.

In addition, the state agency shdl not make grants to, enter into contracts with, or recommend
approval of theuse of federa or statefundsby any hedlth carefacility or hedth care provider which
proceeds with the offering or developing of new inditutional hedth service or new hedth care
equipment after disapprova by the state agency.

Section 20.0 Severability

If any provision of these regulations or the gpplication thereof to any facility or circumstances shdl be held
invaid, such invaidity shdl not affect the provisions or gpplications of the regulations which can be given
effect, and to this end the provisons of the regulations are declared to be severable.
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