Replaced Register, March, 1985 No. 351

HEALTH AND SOCIAL SERVICES 1
H3
Chapter H 3
CERTIFICATE OF NEED
H 3.001 Administrative rnles for subeh, II, H 8.20 Acute care services (0. 12}
ch. 150, Stats. (p. 1) H 3.23 Long term care facilities (p. 16)
H 3.01 Definitions (p. 1) H 3.40 Burn centers (p. 18)
H 3.02 Non-substantive reviews (p. 2) H 3.42 Perinatal services (p. 20)
H 3.03 Notice of intent (p. 3) H 8.44 End-stage renal disease services (p.
H 8.04 Substantive review (p, 4) 24
H 3.05 Reconsideration process (p, 7) H 3.50  Open heart surgery (p, 27)
H 306 Appeal process (p. 8) H 3.52 Cardiac catheterization services
H 3.07 Annual reports (p. %) . 28)
H 3.08 Public access (p. 9) H 3,70 Computed tomography serviees (p.
H 3.10 General standards (p. %) 30)

Notle: Emerg, r. and rect, as ch. FISS 123, eff. 1-1-84.

H 3.001 Adminisirative rules for subch, II, ch. 150, Stats. The following
rl}xllef;glasllt be used in administering the certificate of need provisions of
ch. , stats. .

History: Cr. Register, June, 1978, No, 270, eff, 7-1-78.

H 3.01 Definitions. For the purpose of this section the foliowing defini-
tions shall apply:

| (1) AFFECTED PERSONS. “Affected persons’ means any or ail of the fol-
owing:

(a} The applicant.

(b) Those members of the public who are to be served by the proposed
health service.

{¢) Those persons who offer services in the same health service area
which are similar to those proposed in the application or who have for-
mally indieated an intention to provide such similar services in the fu-
ture.

(d) Any agency which establishes rates for health care facilities or
health maintenance organizations in the appropriate HSA.

(e) The HSA(s) in whose area the proposed health service will be of-
fered and any HSAs serving contiguous areas.

{2) APPLICANT, An “applicant” is the person for whom a certificate of
need is requested.

(3) CERTIFICATE OF NEED, A “certificate of need” is a written authori-
zation by the department for a person to implement an approved pro-
posal.

(4) DATE OF NOTIFICATION. The “date of notification’ is the date on
which the department publishes notice of the receipt of an application
and the proposed period for the review in a newspaper of general circula-
tion,
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(6) DEPARTMENT. The “department” is the department of health and
social services.

(6) HEALTH SYSTEMS AGENCY {HSA). A “health systems agency"” is an
agency designated under 42 USC 300 1. In these rules, where reference is
made to a specific HSA (as in ““the” HSA, or “appropriate” HSA), such
reference applies to the HSA(s) within whose area the proposed health
service will be offered.

(7) OBLIGATION. An “obligation” is an enforceable contract which is
entered into for the construetion, leasing, aequisition, or permanent fi-
naneing of a capital asset.

(8) PERSON. A “person” is an individual, a trust or estate, a partner-
ship, a corporation (including associations, joint stock companies and
insurance companies), a state or a political subdivision or instrumental-
ity (including a municipal corporation) of a state.

Histery: Cr. Register, June, 1978, No, 270, eff, 7-1-78,

H 3.02 Non-substantive reviews, (1} Pursuant to s, 150.02(4) and (5),
Stats., projects which are determined to be reviewable, and which meet
any of the following criteria, shall be determined eligible for non-sub-
stantive review:

(a) A one-time capital expenditure of less than $10,000.

(b} Capital expenditure projects developed pursuant to a plan of cor-
rection for code deficiencies previously approved by the department.

{c) Capital expendifure projects which are required to remedy an
emergency situation detected not more than 30 days prior to the request
for a non-substantive review determination and which threatens the
safety of patients or the ability of the institution to remain in operation,

{d) Replacement of clinical equipment with equipment of similar ca-
pability if the equipment is included in the facility's annual capital
expenditure budget or plan.

(e) Proposals for the replacement of non-health related equipment
with equipment of similar capacity.

(f) An increase in the estimated total cost of an approved proposal
which is more than $100,000 but less than $500,000, or 10% of the
amount for which the certificate was issued, whichever is smaller.

(g) Proposals about v;.rhich both the department and the HSA agree
that there is no significant finaneial impact on the institution, and little
or no impact on the scope of the delivery of health services in the area or
reglon.

Note: Chapter 34, Laws of 1979 created “150.02(4) (e} Predevelopment Activities” asan ad-
ditional category of reviewable projects eligible for non-substantive review. Projects meeting
the definition of predevelopment activity as defined in the law will, therefore, be eligible for
non-substantive reviews.

(2) Applications for non-substantive reviews shall be submitted to the
department and the HSA on forms printed by the department and may
lc)le supplemented by other material which the applicant wishes to in-

ude,
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(3) All applications shall be reviewed for completeness upon receipt by
the department and the HSA. An application shall be considered com-
plete if all sections of the application form which have been desighated as
relevant are answered. If the department determines that any of the des-
ignated items required to be answered by the applicant have not been
answered, the application is incomplete. Whenever the department de-
termines that an application is incomplete, notice shall be mailed to the
applicant within 5 working days of receipt of the application. If the de-
partrrllent fails to give such notice, the application shall be deemed to be
compleie

(4) Applications which include a request for a non-substantive review
shall be examined by the department and the HSA and a determination
of the proposal’s eligibility for such review shall be made within 15 work-
ing days of the date of the receipt of a complete application or of materi-
als making the application complete, whichever is later,

(b) If the department determines that an application for a non-sub-
stantive review is not eligible for a non-substantive review, the applica-
tion shall be regarded as a notice of intent under H 3.03. The notice of
intent period will have begun on the date the application was determined
complete, An application for a substantive review of the proposal will be
sent to the applicant. The resuiting application will be reviewed under H
3.04.

(6} The department shall issue a certificate of need on all approved
proposals subjected to a non-substantive review within 20 days of the
determination made pursuant to sub. (3).

(7) If the department does hot approve a proposal which has been sub-
jected to a non-substantive review, the application shall, within 20 days
of the determmatlon made pursuant to sub, (3), be referred to the HSA
for review in accordance with the procedures beginning at H 3.04(2).

History: Cr. Register, June, 1978, No, 270, eff, 7-1-78; renum, (1) to (6) to be (2) to (1), er.
(1), Register, August, 1979, Ho. 284 eff. 9-1-79.

H 3.03 Notice of intent. (1)(a) Except as provided in H 8.02, any person
proposing to engage in an activity eovered in s. 150,02, Stats. shall sub-
mit a notice of infent to the department and the HSA prior to the sub-
mission of an application.

(b) The form for submitting a notice of intent shall be the form pub-
lished by the department for this purpose or a letter stating the name and
address of the person intending to file an application, the anticipated
date for obligation or initiation of the proposal, the estimated total cost
of the proposal, a brief narrative describing the resources needed to com-
plete and operate the propesal and how these resources will be obtained,
the need for the proposal, and whom il will serve.

(c) In the case of a proposal for the renovation or construction of a
health care facility, the department or the HSA may schedule a meeting
with the potential applicant to discuss the proposal prior to sending out
an application form.

(2) A notice of intent filed pursnant to sub. (1) shall satisfy the prior
consultation requirement of s, 150.04, Stats,
History: Cr. Register, June, 1978, No. 270, eff, 7-1-78.
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H 3.04 Substantive review. (1) SUBMISSION OF AN APPLICATION. {a) Ap-
plications shall be submitted to the department and the HSA on forms
printed by the department and may be supplemented by other material
which the applicant wishes to include.

(b) Applications shall not be received by the department and HSA
until the applieable notice of intent period has elapsed. Such period shall
begin upon the HSA’s receipt of a notice of intent and extend for 90 days
for proposals for the construction or renovation of a health care facility,
and for 30 days for other proposals, unless the department and the HSA
agree to a lesser period.

{c) All applications shall be reviewed for completeness upon receipt by
the department and the HSA. An application shall be considered com-
plete if all sections of the application form which have been designated as
relevant are answered and the estimated fee, if any, has been received. If
the department determines that any of the designated items required to
be answered by the applicant have not been answered, the application is
incomplete. Whenever the department determines that an application is
incomplete, notice shall be mailed to the applicant within 5 working days
of the receipt of the application. If the department fails to give such no-
tice, the application shall be deemed to be complete upon receipt.

{2) INITIATION OF THE REVIEW. (a) The review period for an applica-
tion shall commence when both the department and the HSA have re-
ceived a complete application, or when the department and the HSA re-
i:elve additional materials making the apphcatlon complete, whichever is
ater

(b) The review period may be extended for up to 60 daysif the depart-
ment determines that it is not practicable to complete the review in the
allotted time and any one of the following: the proposal has an estimated
total cost in excess of $10 million, or will change the number of bedsin a
facility by 10% or more, or establishes or replaces a health facility; or
that an extension of the review period specified in s, 150.06 (1), Stats., is
necessary to comply with sub. (5).

(3) NoTriricaTION, (a) All persons affected by a proposal shall be noti-
fied of the proposed schedule for the review and of the opportunity for
public meeting during the review period by the twentieth day of the
month following the month in which the review period began,

{b) The applicant, HSA, and stateWide health and health-related orga-
nizations shall recetve the notification described in the preceding para-
graph by mail,

(¢) Notification to affected persons other than the general public shall
be by mail and may be by newsletter,

{d) Notification of the public shall be through newspapers of general
circulation,

(4) REVIEW CRITERIA. The proposal shall be reviewed on the basis of
rules published by the department in accordance with s. 150.07 (1),
Stats.
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(5} HSA REVIEW PERIOD, The HSA shall, except as otherwise provided
by these rules, submit its findings and recommendations to the depart-
ment within 60 days of the date of notification to affected persons.

(6) PUBLIC MEETINGS. (a) The HSA shall be responsible for holding
public meetings related to the review of a proposal. Any affected person
may request a public meeting by the department if the HSA has not pro-
vided for such. These meetings shall be held according to the procedures
in this section.

(b} 1. A designated representative of the agency conducting the meet-
ing shall serve as the presiding officer and be responsible for the conduct
of the public meeting ineluding the establishment of the order and length
of presentation.

2. Requests to speak shall be made to the presiding officer at the begin-
ning of the meeting, and if the officer permits, during the meeting.

8. All directly affected persons at the meeting shall have an opportu-
nity to present oral or written testimony on the proposal,

4, Persons wishing to present oral testimony at the public meet'ihg may
be encouraged to present a summary of the testimony on the proposal.

5, Testimony submitted to the agency or the presiding officer no later
than the completion of the meeting shall be considered in the review of
the proposal.

" (7) DEPARTMENT REVIEW. {a) The department shall provide written
notification of the status of the review and other appropriate information
upon request.

(b) 1, Within 5 working days aiter the department receives the recom-
mendations of the HSA, the department shall serve a preliminary deter-
mination upon the applicant and the HSA. The preliminary determina-~
tion shall state whether the department wiil approve or disapprove a
proposal for a certificate of need, and shall include & summary of the
findings which serve as the basis for the preliminary determination. In
addition, whenever the preliminary determination is inconsistent with
the recommendations of the HSA, the preliminary determination shall
include a summary of the reasons for the inconsistency.

2. a. Except as provided below, if the preliminary determination disap-
proves the proposal for a certificate of need, or is inconsistent with the
recommendations of the HSA, the department shall schedule a hearing,
to commence not later than 15 working days after service of the prelimi-
nary determination, at which the department, the applicant, the HSA,
and other interested parties may submit evidence and argument relevant
to the proposal for a certificate of need. The department shall designate
an official or employe of the department, or borrowed from another
agency pursuant to s, 16.24 or 20,901, Stats., as a hearing officer to pre-
side over the hearing pursuant to s. 227.09, Stats. A stenographie, elec-
tronie, or other record of oral proceedings shall be made unless waived in
writing by all parties.

b, If the department’s preliminary determination approves the pro-
posal for a certificate of need, and is consistent with the recommenda-
tions of the HSA, a certificate of need shall be issued without a hearing,.
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c¢. If the department's preliminary determination approves the pro-
posal for a certificate of need, but is inconsistent with the recommenda-
tions of the HSA, a hearing shall be conducted unless the HSA waives its
appeal rights in writing to the department.

d. Whenever the department sehedules a hearing, a notice of the time,
place, nature, and class of the proceeding shall accompany the prelimi-
nary determination.

e. At the conclusion of the hearing, the hearing officer shalil certify the
record of the proceeding to the department which shall render a decision
pursuant to s. 227.10, Stats.

3. For each application for a certificate of need, the department shall
serve its decision upon the applicant, the HSA, and other interested par-
ties who have filed a request in writing with the department for a copy of
said decision, within 30 days from the date of receipt of the HSA’s find-
ings and recommendations. However, if the review period is extended at
the applicant’s request, the decision shall be served by the end of the
extended period. The decision shall be served pursuant to s. 227.11,
Stats. If no decision is served within said period of time, the proposal for
a certificate of need shall be considered disapproved based upon the
record of the hearing but if appealed, the department shall issue and
serve a decision pursuant to rule H 3.06 (3).

(8) ALTERATIONS OF THE REVIEW PERIOD. (a) Exiension of review pe-
riod. The review period may be extended if the applicant submits a for-
mal, written request to the department and the HSA, and the depart-
ment, after consultation with the HSA, concurs,

(b) Modification of a proposal. 1. An applicant wishing to modify a
proposal must request an extension of the review period in order to allow
time for the development of the modification, necessary amendments to
the application, and consideration by the publie, the HSA, and the de-
partment. If the modification and necessary amendments to the proposal
are not submitted within the period of the extension designated for that
purpose and no further extension is requested, the review shall continue
based upon the original application.

2. A modification to a proposal which results in a change in the esti-
mated total cost of more than $100,000 shall require an adjustment of
the application fee.

(c) Withdrawal of a certificate of need application. 1. An applicant may
withdraw an application for a certificate of need at any time without
prejudice by notifying the HSA and the department in writing of the
action.

2. If an application is withdrawn before the date of notification, the
application fee will be returned. If the application is withdrawn on or
after the date of notification, the fee will not be returned.

(9) CERTIFICATE OF NEED, (a) If the department’s decision to approve
a proposal is econsistent with the IISA’s recommendation, the depart-
ment shall issue a certificate of need on the day of the decision.

(b} If the decision of the department is to issue a certificate of need, but
the terms of the same are not consistent with the recommendation of the
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HSA, the department shall issue the certificate of need 30 days after the
decision to approve the proposal unless an appeal is filed.

(c) If an appeal is filed, the department shall not issue a certificate of
need until the hearing officer has issued a decision.

(d) A certificate of need shall be valid for one year from the date of
issuance unless it is renewed,

(10) AMENDED CERTIFICATE OF NEED, If there is a change in a proposal
which has previously received a certificate of need which in itself would
be reviewable under a provision of ¢h. 150, Stats., that change shall be
reviewed under the procedures described in this section., Any approval of
such change shall constitute an amendment to the certificate of need is-
sued for the previously approved proposal,

(11) RENEWED CERTIFICATE OF NEED. At the request of the applicant,
a certificate of need may be renewed without any changes for any period
up to one year if the department determines that substantial and con-
tinuing progress as defined in 5. 150.01 (6}, Stats., has been made, or if
the applicant demonstrates a comm1tment to obhgate within the exten-
sion period.

History: Cr, Register, June, 1978, No. 270, eff. 7-1-78,

H 3.05 Recongideration process. (1) PERIOD FOR FILING 4 PETITION FOR
REHEARING. A petition for rehearing shall not be a prerequisite for ap-
peal, Any affected person may, within 20 days affer entry of the decision,
file a written petition for rehearing with the department which shali spec-
ify in detail the grounds for the relief sought and supporting documenta-
tion, The department may order a rehearing on its own motion within 20
days after a final decision.

(2) BASIS FOR REHEARING. A rehearing may be granted only on the
basis of one or more of the following:

(a) Some material error of law.
(b) Some material error of fact,

{c¢) The discovery of evidence not previously considered which is suffi-
ciently strong to reverse or modify the decision.

(d) Significant changes in factors or circumstances relied upon in
reaching the deciston.

(e) Some material error of administrative procedure,

{3) CONTINUED VALIDITY OF A CERTIFICATE, The filing of a petition for
rehearing shall not suspend or delay the effective date of the certificate of
need, and the certificate shall take effect on the date of issue and continue
in effect unless the petition is granted or until the certificate is amended,
or set aside as provided by law.

(4) DISTRIBUTION OF PETITIONS. Copies of the petmbn for rehearing
shall be served on the applicant, the IISA, and other persons upon writ-
ten request. These parties may file replies to the petition.

(b) I_’ERIOD FOR ORDERING A REHEARING. The department may order a
rehearing or enter an order with reference to the petition without a hear-
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ing, and shall dispose of the petition within 20 days after it is filed. If the
department does not enter an order disposing of the petition within the
20 day period, the petition shall be deemed to have been denied as of the
expiration of the 20 day period.

(6) PERIOD FOR CONDUCTING A REHEARING. Upoh granting a rehearing,
the department shall set the matter for further proceedings as soon as
practicable. If in the department’s judgment, after such hearing, it ap-
pears that the original decision is in any respect unlawful, or unreason-
able, the department may reverse, modify, or suspend the decision ac-
cordingly. Any decision made after such rehearing reversing, modifying,
or suspending the original decision shall have the same force and effect as
an original decision.

(7) LIMITATION ON APPEAL. If a petition for rehearing is filed under this
section, the person filing the petition may not base an appeal on any
ground not set forth in & petition for rehearing, unless good cause is
shown to the hearing officer for failure to present the ground to the de-
partment in the petition for rehearing.

(8) FEES, No fees shall be charged by the department for a rehearing,

(9) STATEMENT OF FINDING, If a rehearing is granted, a decision pursu-
ant to s. 227.10, Stats., shall be served on the petitioner within 45 days
after the close of the rehearing,

History: Cr, Register, June, 1978, No. 270, eff, 7-1-78,

H 3.06 Appeal process. (1) Only the applicant or the HSA may file an
appeal pursuant to s. 150,09, Stats.

(2) A petition for an appeal pursuant to s. 150.09, Stats., must be re-
ceived by the department within 30 days of the date of the decision or
date when a proposal is deemed disapproved pursuant to rule H 3,04 (7)
{b) 3 except, when a rehearing is requested, the petition must be received
within 80 days of the date of the order finally disposing of the petition for
such rehearing, or within 30 days after the final disposition by operation
of law of any such petition for reliearing. The petition for an appeal must
be filed concurrently with the department and the office of the governor.

(3) Whenever the applicant or the HSA requests an appeal, if the deci-
sion has not previously been served or made a part of the record, the
department shall issue and serve a decision upon the applicant, the HSA
and the hearing officer prior to the commencement of the appeal.

(4) The hearing officer shall be appointed by the governor under s.
252.075 (3), Stats,

(B8) The hearing officer shall commence proceedings within 30 days af-
ter appointment by the governor.

(6) The appeal shall be conducted according to 8. 227.20, Stats,, and
the functions of the court shall be performed by the hearing officer ap-
pointed by the governor. In addition:

(&) The hearing officer shall make a written statement of finding pursu-
ant to s, 227,10, Stats,, regarding the hearing within 45 days of the close
of the hearing.
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(b) The findings, conclusions and the decision regulting from the hear-
ing shall, to the extent the decision of the department is reversed or mod-
ified, constitute the decision of the department,

(c) Written copies of the findings of the hearing officer shall be sent {o
the applicant, the HSA, the department and others upon request.

(7) The burden of proof shall be as follows:

{a) In an appeal of a decision to deny a certificate of need, the depart-
ment shall bear the burden of showing that the proposal fails to meet the
ﬁrslgeg'l?a Sa%ncé standards published by the department pursuant to s.

07, Stats.

(b) Except as set forth in par. {¢), in an appeal of a decision to grant a
certificate of need, the appellant must show that the proposal fails to
meet the criteria referred to in par. {(a) above.

(e) In an appeal by the applicant of a decision to grant a certificate of
need on terms not proposed or agreed to by the applicant, the burden
shall be on the department to show that the applicant’s proposal would
not have met the eriteria referred to in par. (a) above.

History: Cr. Register, June, 1978, No. 270, eff, 7-1-78,

H 3.07 Annual reporis. The department shall make annual reports on
its activities including, but not limited to, the status of projects cur-
rently under review, the number and types of reviews completed since
the previous report, and a general statement of decisions and findings
made since the previous report,

History: Cr. Register, June, 1978, No. 270, eff, 7-1-78.

H 3.08 Public access, The public shall, upon submission of a written
request, have access to all application materials and all other materials
pertinent to department review,

History: Cr. Register, June, 1978, No. 270, eff, 7-1-78.

H 3.10 General standards. The following general standards shall be
used in the review of all applications for certificates of need. More de-
tailed service-speeific standards as may be adopted shall aiso be applied
when appropriate. New methods and techniques of providing health ser-
vices are encouraged. These may include approaches which are not con-
sistent with the rules contained in this chapter. When, in the judgement
of the department, the interests of the public and the intent of the certifi-
cate of need program are best served by such action, the department may
grant a variance from or waive application of these rules in regard to a
specific apphcatmn The department may establish time limits or condl-
tions for variances and waivers. A violation of the conditions of a vari-
ance or waiver is a violation of these rules,

(1) DEFinTTIONS. (a) Health service aren. The health system agency’s
geographic area as designated under 42 USC 300 1.

(b} Health systems agency (HSA). A health systems agency is an
agency designated under 42 USC 300 I-4. Where, in these rules, reference
is made to a specific HSA (as in “the” HSA, or “appropriate’ HSA),
such reference applies to the HSA (s) within whose area the proposed
health service will be offered.
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{c) Planning area. A planning area comprises the geographie unit of
analysis for a determination of need.

(2) EELATIONSHIP TO HEALTH PLANS. Proposals shall not be inconsist-
ent with federal, state, and local health plans, Consistency of the pro-
posal with other special studies, surveys and information developed by
various state and local agencies and relevant to the proposed project
shall also be considered.

(3) RELATIONSHIP TO HEALTH FACILITY PLANS. Proposals from health
facilities which have capital expenditure budgets or long-range plans
s};all not be inconsistent with the applicable sections of these budgets or
plans.

Note: Long-range planning should be an ongoing funetion of every health care facility, The
considered development of proposed projects needing certificate of need approval should be
reflected in the facility’s long-range capital expenditure budget or plan.

(4) NEED FOR SERVICES. The proposal must be needed.

(a) Determination of the need for a proposal shall be based upon con-
sideration of the availability, accessibility, and acceptability of similar
services in the planning area.

: (b) Consideration shall be given to the special needs and circumstances
of:

1, Entities which provide a substantial portion of their services or re-
sources, or hoth, to individuals not residing in the health service area in
which the entities are located or in adjacent health service areas.

2. Health maintenance organizations (HMO) for which assistance
may be provided under Titie XIII Public Health Services Act. Such
needs and circumstances include the needs of and costs to members and
projected mernbers of the HMO in obtaining health services and the po-
tential for a reduction in the use of inpatient care in the community
through an extension of preventive health services and the provision of
more systematic and comprehensive health services.

3. Biomedical and behavioral research projeets which are desighed to
meet a national need and for which local conditions offer special advan-
tages.

(e) In the case of any new ingtitutional health service proposed to be
provided by or through a health maintenance organization, the depart-
ment shall not deny a certificate of need with respect to such service (or
ot}lllerwise make a finding that such service i3 not needed) in those cases
when:

1. The department has granted a certificate of need which authorized
the development of the service, or expenditures in preparation for such
offering or development (or has otherwise made a finding that such devel-
opment or expenditure is needed), and

2. The offering of this new institutional health service will be consist-
ent with the basic objectives, time schedules, and plans of the previously
approved application: provided, that the department shall impose a limi-
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tation on the duration of the certificate of need which shall expire at the
- end of such time unless the health service is offered prior thereto.

Note: The information contained in {4) (b) 1. and 2, and (4) (¢) is taken from 42 CFR
123.409 (9), 123.409 (10) and 123:411 respectively.

{6) ALTERNATIVE METHODS OF SERVICE PROVISION, There shall not be a
less costly, more efficient or appropriate tested and relevant approach for
meeting the need for a particular service. It shall be demonstrated that
less costly, more efficient, or more appropriate existing alternative means
of providing the services, if known, are not available, or that the estab-
lishment of such alternatives has been studied and found not practicable.

(6) ALTERNATIVE USE OF RESOURCES. There shall not be more desirable
alternative uses for the financial and manpower resources contained in
the proposal.

(7) FINANCIAL FEASIBILITY. (a) Proposals shail be financially feasible.

{b) Financial feasibility shall be reviewed based on the following con-
siderations:

1. Cost indices, including but not limited to, the estimated total cost of
the proposal, compared to recent similar state and regional proposals.

2. Availability of funds to service debt and depreciate the cost of the
proposal.

3. Availabi'ity of funds to cover the operating costs that result from
the proposal,

4. The likelihood that the proposed debt service would limit the appli-
cant’s future borrowing ability necessary for prudent operation.

5. Adequacy of financial resources available to the applicant for cover-
ing the following:

a, The proposed capital expenditure (as verified by documentation of
sources of financing, including eash on hand, endowments, and letters
from finaneial institutions).

b. Start-up costs (as estimated on a schedule of costs).
c. Initial operating deficits.

(8) CoST CONTAINMENT. The proposal shall not result in unreasonable
inereases in patient charges.

(9) RELATIONSHIP TO EXISTING HEALTH CARE SYSTEM. The proposal
shall;

(a) Promote the continuity of care in the health care system.
(b) Facilitate the care of patients in the most apprupriate setting,
(¢) Not be an unnecessary duplication of resources.

(10) RESOURCE AVAILABILITY. Necessary resources, including qualified
personnel, shall be available to staff the proposed project, or a realistic
p]al% for the acquisition of such resources shall be provided by the appli-
cant.
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{11) RELATIONSHIP TO ANCILLARY OR SUPPORT SERVICES. Ancillary or
support services shall have capacity to accommodate the proposed
project. .

(12) CONSTRUCTION CONSIDERATIONS. In the case of new construction,
renovation, or replacement, consideration shall be given to:

(a) The conformance of eonstruction plans and methods with applica-
ble federal, state, and local code.

(b) The costs and methods of the proposal’s construction including,
but not limited to, the costs and methods of energy provision and conser-
vation.

(e) The probable impact of the construetion project on the applicant’s
and other institution’s costs of providing health services.

(d) The environmental impact of the construction.

(e) The effect of renovation activity on patient services.
History: Cr, Register, June, 1978, No, 270, eff, 7-1-78.

H 3.20 Acute care services. The following standards shall be used by the
department in the review of applications for certificates of need for the
establishment or expansion of acute care facilities and services.

(1) DERNITION. (a) Acule care facilifies. For purposes of this chapter,
acute care facilities are those facilities defined in s. 50.38 (1), Stats., but
excluding those facilities exempted by s. 50.39 (3), Stats. Facilities, or
physically distinet units of facilities, which are dedicated to the diagnosis
or treatment of mental iliness, aleoholisin or other drug abuse are ex-
cluded from the definition of acute care facilities.

(b) Busic aeufe care services. For the purposes of the acute care stan-
dards, basic acute care services inelude medical/surgical, pediatrie, and
obstetrie services.

(2) AccrssIBILITY. The location of acute care facilities shall allow rea-
sonable access to basic acute care services. Reasonable access shall be
defined as not more than 30 minutes driving time under normal condi-
tions except in areas of low population density (less than 30 persons per
square mile) which are currently in excess of 30 minutes travel time to
acute care facilities, or where residents of an area have demonstrated a
preference to utilize acute care facilities which are in excess of 30 minutes
travel time,

(3) NEED FOR SERVICES. (a) For the purposes of the acufe care stan-
dards, planning areas shall be developed to reflect changing medical
trade patterns, The planning areas shall be revised in a manner consist-
ent with the consideration enumerated below as data become available.
The list of current planning areas shall be available, on request, at the
health systems agencies and the department.

1. Planning areas shall be contiguous, With the exception of the south-
eastern Wisconsin health service area, minor civil division boundaries
shall be utilized. Within the southeastern Wisconsin health service areaa
gombilnat(iion of postal zip code and minor civil division boundaries shall

e utilized.
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2. An analysis of existing utilization patterns, including, but not lim-
ited to, patient origin data shall substantiate that a plurality of the res-
idents of the minor civil division or zip code areas in the planning area are
treated by an acute care facility or facilities in that planning area.

3. The planning area configuration shall assure availability and rea-
sonable accessibility to acute care facilities and basic acute care services
as defined in the standards related to accessibility.

4, Except in areas of low population density (less than 30 persons per
square mile) or where residents of an area travel in excess of 30 minutes
to obtain acute care services, the geographie size of a planning area shall
not exceed 50 miles between any 2 points in the planning area.

5. Where it can be established, based on analysis of patient origin data,
that 2 or more acute care facilities serve the same geographical area, such
facilities shall be included in the same planning area.

(b) Utilization. 1. The following parameters shall be established by the
department with the assistance of the health systems agencies and with
input from acute eare providers, updated annually for each planning
area, and utilized in arriving at the projected average daily census of the
planning area:

a. Projected average length of stay.
b. Projected annual admissions per 1,000 population.
2. The following shall be analyzed in establishing these parameters:

_a, The defined populations of the planning area, including but not lim-
ited to, the pediatric population, the female population of childbearing
age, and the elderly.

b. Current and historic data describing the acute care utilization by
planning area based on, but not limited to, patient origin data from the
most recent State Hospital Discharge Survey, and the utilization of each
acute care facility in the planning area based on, but not limited to, an-
nual Hospital Survey Data and data presented to the Wisconsin Rate
Review Program as provided for in 3, 146.60 (1), Stats.

¢. Migration of patients or the net effect of patients leaving the area for
gervice as opposed to residents of other areas coming into the area for
service, including inter-state migration.

d, Current trends in utilization of acute care facilities, including but
not Iimited to, the length of stay in the state and the health service areas
as defined under federal law, the size of the acute care facility, the type of
service, the availability of primary care physicians, the admissions per
1,000 in the health service area, the state, and the nation, and patient
days per 1,000 in the health sérvice area, the state, and the nation.

{e} Projected average daily census, The projected average daily census
shall be computed as follows:

1. Projected Patient Days/1,000 Population = Projected Average
Length of Stay x Projected Admissions/1,000 Population
(these parameters are developed according to (3)(b) above)
Register, April, 1984, No. 340
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2. Projected Patient Days = Projected Patient Days/1,000 Popula-
tion x Projected Population (thousands)

3. Projected Average Daily Census = Projected Patient Days + 365

(d) Projected bed need. The projected bed need for each planning area
shall be computed as follows:

1. Distribute the projected average daily census among the services in
the hospitals for which a need can be demonstrated. Such distribution
shall be based upon an analysis of the current distribution of patient
days among services in the planning area and historical trends in the
distribution of these days.

2. For each service, apply the bed need formula:bed need = ADC +
(1.65 YADC) where ADC = the projected average daily census for that
service.

3. Sum the projected bed needs for the services in the planning area.
The result shall be the projected bed need for the planning area,

{4) RELATIONSHIP TO EXISTING HEALTH CARE SYSTEM. Acute care facil-
ities proposing replacement or renovation shall provide written evidence
of plans to achieve optimal efficiency through cooperative arrangements
with other acute care faeilities. These may include arrangements for
shared services, for obtaining specialized services or consultation, and for
transfer of patients, when neeessary, to facilities providing specialized
services.

(6) MaxiMUM SPACE LIMITS. (a) The following maximum clear floor
space limits for general medlcal/surglcal ohstetrie, and pediatric inpa-
tient rooms shalil be used i m reviewing allocation of square footage in
projects.

Number of Beds Mazximum S_‘iquare Footage
50
2 225
3 300
4 375

(b) The above maximums may be exceeded in situations, such as spe-
cial care CCU patient rooms, where additional space may be justified
within a patient room or in a proposal to renovate a facility when such
renovation will result in a reduction of bed capacity.

(6) MINIMUM SIZE/PATIENT VOLUME. (a) The following standards shall
apply in determining the minimum size for acute care facilities:

b 1. The minimum size of an acute care facility in an SMSA shall be 200
eds.

2, The minimum size of an acute care facility in a non-SMSA area shall
be 75 b(lads or the 5 year projected bed need for the planning area, which-
ever is less.

3. These standards shall not be applied to facilities where it can be
demonstrated that reasonable access to an acute care facility (as defined
in the standard relating to access) cannot be achieved in the absence of
such a facility.
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(b) The following standards shall apply in determining the minimum
patient volurne in obstetric services,

1. The minimum patient volume for obstetric servicesina facility shall
be the projected annual number of deliveries in the planning area or 750,
whichever is less.

2. These standards shall not be applied to facilities where it can be
demonstrated that reasonable access to obstetric services defined in the
§taridard relating to access can not be achieved in the absence of such a

acility.

{¢) The following standards shall apply in determining the minimum
patient volume in pediatric services. .

1. The minimum patient volume for pediatric services in a facility shall
be the projected annual number of pediatric admissions in a planning
area or 1,500, whichever is less.

2. These standards shall not be applied to facilities where it can be
demonsirated that reasonable aceess to pediatric services defined in the
?taridard relating to access can not be achieved in the absence of such a

acility.

(d) Consolidation of acute care facilities resulting from the application
of minimum size/patient volume standards shall be undertaken in a man-
ner that assures continued availability of the full range of all needed
health care services existing prior to consolidation.

(7} SHELLED IN SPACE. Shelled in space shail not he allowed.

(8) COST CONTAINMENT. (a) Acute care facilities shall justify space al-
locations for each proposed service.

Note: The following departmental gross square feet spatial allocations may be used for se-
lected services of acute care facilitles.

Services Range of Annual Ratios Units

Clinteal Laboratories 46,88-66.88 Procedures per sq. ft.
Diagnostic Radiology 4.10- 4.60 Procedures per sq. {t.
Surgery 0.56- 0.82 Procedures per sq. ft.
Emergency and Triage 6.25- 6.95 Visits per sq. ft.

Food Preparation 54.00-68.00 Meals prepared per sq. ft.
Cafeteria 32.60-39.00 Meals served per sq. ft.

(b) In determining whether a proposed project fosters cost pontain-
ment, an analysis of the facility’s existing and projected per diem rate
shall be conducted to determine;

1. How the per diem rate compares with other acute care facilities in
the same rate review group established pursuant to s. 146.60, Stats.

2. How the capitalization cost, the per diem cost of depreciation and
interest, the cost per square foof, and the cost per bed compares with
other recently approved or constructed projects of similar size and scope.

History: Cr. Register, June, 1978, No. 270, eff, 7-1-78.

H 3.23 Long-term care facilities, The following standards shall be used
by the department in the review of applications for certificates of need
for long-term care facilities in Wisconsin. For purposes of the review of
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applications for long-term care, standards defined in this section apply to
all facilities subject to licensure under ch, H 32, [HSS 132],

(1) DEFINITIONS. {(a) Long-Term Care Facility. For purposes of this
chapter, long-term care facilities are those which are licensed under the
provisions of ch, H 32, [HSS 132].

{b) Specialized Long-Term Care Facilities. For purposes of this chap-
ter, specialized long-term care facilities include:

1. Facilities serving primarily a state or nationwide population and in
which less than 50% of the residents have originated from any one non-
specialized long-term care planning area.

2. Facilities in which:

a. More than 50% of the residents are under age 65 and have a primary
diagnosis of mental retardation or mental illness, and

b. A program oriented to the care and treatment of the mentally re-
tarded or mentally ill is offered.

3, Facilities in which;

a. More than 50% of the residents have a primary diagnosis of drug
abuse or alcoholism, blindness, or severe physical handieap, and

b. A corresponding program of care and treatment is offered.

Neote: The designation of specialized factlities for purposes of determination of need in no
way itnplies that the populations served by those facilities cannot or should not be treated in
long-tertn care facilities having adequate personnel or programs nor does it imply the appro-
priateness of any particular treatment modality in what has been described as either special-
ized or non-specialized long-term care facilities,

(2) ACCESSIBILITY, The location of long-term care facilities should al-
low reasonable access to facilities by physicians, staff, relatives, and
friends of the patient. Reasonable access shall be defined as not more
than 30 minutes driving time under normal conditions.

(3} NEED FOR SERVICES. (a) For the purpose of the long-term care fa-
cilities standards, planning areas shall be counties except that the follow-
ing areas within the southeastern Wisconsin health service area desig-
nated in the 1974-75 Hill-Burton State Plan shall constitute planning
areas: Milwaukee northwest; Milwaukee south; Racine south central;
Kenosha southeast; Washington/Ozaukee north; Walworth/Racine/Ke-
nosha southwest; Waukesha west.

(b} For the purposes of the specialized long-term care facilities stan-
dards, planning areas shall be coterminous with the health service areas
except that for those facilities identified as serving a statewide popula-
tion, the state shall constitute a single planning area.

{e) Long-term care facilities, 1. For purposes of estimating need for
non-specialized long-term care beds in Wisconsin, the adjusted use rate
employed in estimating need shall not be less than the most currently
available average use rate for DHEW, Region V, or more than the most
currently available average use rate for Wisconsin. Specificially, in esti-
mating need for long-term care beds for areas having adjusted use rates
lower than the Region V average, the Region V average shall be the use
rate. For areas with an adjusted use rate between the Region V average
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and the state average, the adjusted use rate shall be the use rate for that
area and, for areas with an adjusted use rate in excess of the state aver-
age, the state average shall be the use rate. The statowide average long-
term care use rate will be determined by subtracting the patient days of
all specialized facilities in the state from the total number of patient days
for facilities licensed under H 32, [HSS 132] and dividing the net patient
days by the current estimated statewide population age 65 and over. Cal-
culations for individual service area bed need determination will simi-
larly eliminate from service area consideration the beds located in spe-
clalized facilities.

2. Adjustment for patients under age 65. The use rate and bed need
determinations for long-term care facilities in a planning area shall be
adjusted to account for use of the facilities by patients under age 65.

3. Information submitted by religious organizations. Information sub-
mlttgd by a rqllglous organization in support of its application, demon-
strating a desire on the part of persons in the area being served by the
facility to be cared for in an institution supported by that particular reli-
gious organization, shall be a significant consideration in_ detgrmming
need for that facility, This information may consist of waiting lists, sub-
stantiated by verified applications for admission to the institution,
surveys, and any other forms of information required by the department.

Note: Adjustment for Migration. The use rate employed in caleulating long-term care bed
need may be adjusted for areas having substantial in or out migration. In such cases, the mi-
gration pattern may be examined and a determination made whether the migration is appro-
priate, or whether it results from a lack of long-term care beds in adjoining planning areas in
which construction of new beds might be justified.

Note: Adjustment for Age/Sex Variation. The use rate employed in calculating long-term
care bed need may be adjusted if the age/sex distribution of the age 66 and over population
deviates significantly from the statewide average.

(d) Specialized long-term care facilities. In determining the need for
additional specialized long-term care beds, the department shall take
into consideration the following:

1. The actual utilization of beds within existing specialized facilities
including:

a. Types of patients currently being served by the facility.
b. The place of origin of current and proposed patients,

2. The percentage of potential residents of the fa_ciIit_y in the state and
planning area who ean be expected to require institutional services.

3. The availability of alternative non-institutional services in the plan-
ning area.

4, The comments and recommendations received by the department
from, but not limited to, the following agencies:

a. Division of Community Services
b, 51,42/,437 Board

e. County social service department
d. Health Systems Agency
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e, Mental health planning agency or hody
f. Bureau of Protective Services
g. Other relevant agencies and organizations

5. The ability of long-term care facilities in the planning area to serve
the specialized population.

{4) RELATIONSHIP TO EXISTING HEALTH CARE SYSTEM, Applicants pro-
posing to establish or expand long-term care facilities shail provide evi-
dence of the accessibility of physicians and other health care personnel to
residents of the facility.

(5) MINIMUM FACILITY SIZE. The minimum acceptable size for the es-
tablishment or replacement of a long-term care facility shall be 60 beds,
except in those cases where proposed facilities are in areas where the 30-
minute accessibility standard is not met.

History: Or, Register, June, 1978, No, 270, eff, 7-1-78.

H 3.40 Burn centers. The following standards shall be used by the de-
partment in the review of applications for certificates of need for desig-
nated burn centers. The general criferia and standards shall be used in
the review of all applications to establish other levels of burn services
such as a burn program.

(1) DEFNITIONS. (a) Burn center. A discrete, self-contained service
that is equipped, staffed, and devoted exclusively to the provision of
burn care. A burn center has its own nursing station; intensive care beds,
rooms, and equipment are distinet from other units; and it is spatially
separate from any other inpatient service. It has the capaecity to provide:
emergency care and stabilization of burn patients; evaluation of burn
severity; acute, convalescent, and rehabilitative burn care; basic and
clinical research; and education and training, All persons diagnosed as
sustaining severe burn should be considered candidates for a burn center
even though it may be geographieally distant,

(b) Burn program. A burn program is not a discrete, dedicated unit. A
burn program may exist in any acute care facility which offers a consist-
ent burn treatment plan and associated protocols directed by a qualified
physician. It hag the capability to provide: emergency care and stabiliza-
tion of burn patients; evaluation of burn severity; referral of severe burns
to burn centers for more intensive care; definitive care for low risk burn
patients; and convalescent and rehabilitation burn care (optional).

{c) Severe burn. Severe burns include all life-threatening burns, all
burns to persons under 2 years of age or over 60 years of age that require
hospitalization, and all second and third degree burns involving a signifi-
cant area of the body. Significant area of the body is defined as 20% of
the body surface for adults, 10% of the body surface for children and
persong aged 65 and over; and 2% of the body surface for all electrical
burng. These percentages may be reduced for burns involving multiple
sites,

(d) Dedicated burn bed. A dedicated burn bed is one which is used solely
for the care of the severely burned patient and for which specially trained
staff are provided.
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(2) NEED FOR SERVICES. (a) For purposes of reviewing proposals to
establish or expand burn centers, the state of Wisconsin shall constitute
a single planning area.

{b) The need for additional burn center beds shall be clearly demon-
strated and documented, The demonstration of need shall include at
least the following considerations:

1. A projection based on the current utilization in days of care/1,000
population whieh includes estimates of ehanges due to alterations in phy-
sician referral practices, patient migration, and the availability of alter-
nate treatment resources.

2, The anticipated relationship with other burn centers and burn pro-
grams.

3. A deseription of the methodology used to calculate the projections
and the underlying assumptions made to arrive at the forecast.

{e) No additional burn center shall be approved unless each existing
burn center is developed to the size of 20 dedicated beds (of which at least
6 are intensive care beds) and maintains an cecupancy rate of at least
75%. A determination of full utilization shall consider at least the follow-
ing:

1, Technological capability and capacity of existing burn centers.

2, The volume of patients who can appropriately be served in intensive
care unit beds, or other appropriate beds, in burn centers.

3. Patient mix (acute, intensive care, outpatient, pediatric).
4, Patient referral resulting from unit overload.

(d) A facility proposing to develop a burn center shall provide evidence
that it can reasonably expect to provide hospitalization for at least 50
severely burned patients the first year of operation and 75 severely
burned patients the second year,

(3) RELATIONSHIP TO EXISTING HEALTH CARE SYSTEM. (a) Facilities
proposing to expand the number of burn center beds shall provide docu-
mentation that they have established;

1. Transfer agreements with hospitals not having burn center beds to
assure the transfer of an adequate volume of severe burn patients.

2. Transfer agreements with other acute care facilities having burn
center beds fo assure accommodation of peak patient loads, and optimal
use of existing burn centers,

(b) Facilities proposing to establish or expand burn center services
shall provide evidence of the capability of the existing emergency medi-
cal system adequately to provide transportation for the severe burn pa-
glent fmT those areas of the state to be served by the new or expanded

urn center,

(¢) Facilities proposing to establish or expand burn centers shall show
evidence of their interest and ability to participate in programs of educa-
tion and training in the diagnosis of severe burns, and provision of care to
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the non-severe burn patient for the medical and nursing staff of facilities:
not housing a burn center.

{4) RELATIONSHIP TO ANCILLARY OR 8UPPORT SERVICES, Facilities pro-
posing to establish or expand the number of burn center beds shall pro-
vide doecumentation of the 24-hour availability of the services rated es-
sential for hospital burn centers and units by the American Burn
Association in criteria A.1. and A.3. of Specific Optémal Criteria for Hos-
pilal Resources for Care of Patients with Burn Injury, (April, 1976) which
may be obtained from:

American Burn Association
Charles Hartford, Secretary
Crozer-Chester Medical Center
15th Street and Upland Avenue
Upland, Chester, PA 19013

(5) MINIMUM SIZE. The minimum size of any new burn center shall be 4
acute and 2 intensive eare beds. Where the need for additional burn cen-
ter services is indicated, propoesals to expand existing burn centers shall
be given priority over proposals to establish new burn centers,

(6) RESOURCE AVAILABILITY. Facilities proposing to develop or expand
a burn center shall provide documentation that the resources necessary
for the projected number of severe burn patients are available. Such re-
sources shall include those rated essential in criteria A.2., A4, B., C., I},
E., F., and G, of Specific Optimal Criteria for Hospital Resources for Care
of Patients with Burn Injury, (April, 1976},

(7) LOCATION OF STANDARDS, The above mentioned standards are
available on file in the department of health and social services, division
}c;f health, in the office of the secretary of state, and the revisor of statutes

ureat.

History: Cr. Register, June, 1978, Ne. 270, eff, 7-1-78.

H 3.42 Perinatal services. The following standards shall be used in the
review of proposals to establish or expand perinatal care centers, neona-
tal intensive care units including special eare nurseries or high-risk ob-
stetries services.

(1) DEFINITIONS. (a) Delivery base. The annual number of deliveries
within a planning area from which the cenfer expects to draw its high-
risk patients.

(b) High-risk obstelric service. An organized health care service combin-
ing specialized facilities and staff for the intensive care and management
of high-risk maternal and fetal patients before and during birth, and to
maternal patients following birth. A high-risk obstetrics service prov1des
the most specialized level of care to maternal and fetal patients.

{e) Low birth-weight. Under b pounds, 8 ounces (under 2,500 grams).
(d) Neonatal. Pertaining to the first 28 days of life,

(e) Neonalal intenstve care unil. An organized health care service com-
bining specialized facilities and staff for the intensive care and manage-
ment of high-risk neonatal patients.
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{f) Neonatal intensive care bed. A bed in a neonatal intensive care unit
or special care nursery capable of providing temperature support, oxy-
genation, ventilation, hydration, and monitoring heart rate, respiration,
and direct and indirect blood pressure.

(g) Neonatal inlermediale core bed. A bed in a neonatal intensive care
unit or special care nursery capable of providing temnperature support,
continuous cardiac monitoring, and indirect blood pressure determina-
tion.

. (h) Perinatal. Pertaining to the mother, the fetus, or the neonatal in-
ant.

(1) Perinatal care center. An organized health care service which in-
cludes a high-risk obstetrics service and a neonatal intensive care unit,

(i) Swpecial care nursery. An organized health care service which pro-
vides care for a large number of newborns at some degree of risk,

(2) NEED FOR PBRINATAL SERVICES. (a) For purposes of planning for
perinatal care centers in Wisconsin, planning areas shall be coterminous
with health service areas. Patterns of patient migration between pian-
ning areas will be considered in applying this standard.

{(b) The location of a perinatal care center shall aliow reasonable access
to the perinatal services by patients in the region served. Reasonable
access shall be interpreted as a maximum of 2 hours of normal driving
time one way.

(e) Determination of need for neonatal intensive and intermediate
care beds shall be ealeulated in the following manner:

1. In a planning area, the projected need for neonatal intensive and
intermediate care beds shall be computed as follows:

a. Divide the annual number of low birth-weight deliveries in the plan-
ning area by the annual number of births.

b. Divide the result by 80.

¢. Multiply the result times 4, times the projected annual nurber of
births in the planning area 5 years from the date of the application.

2. The neonatal ICU bed need shall be adjusted to reflect the volume of
patients who may appropriately be served in facilities located out of
state or in adjacent planning areas and the volume of patients from adja-
cent areas who may appropriately be served in facilities within the plan-
ning area.

2. The number of additional neonatal ICU beds needed in a planning
area shall be determined by subtracting existing and approved bedsfrom
the projected bed need.

(d) The minimum projected delivery base of each perinatal care center
5 years from the date of appiication shall be the projected annual number
of deliveries in the planning area or 15,000, whichever is less.

() A facility proposing to establish or expand a perinatal care center
shall currently perform, or document that upon initiation of serviee it
shall perform, at least 1,600 deliveries annually.
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(f) In a planning area where a need for additional high-risk perinatal
services, or the neonatal ICU or high-risk obstetrics components of these
serviees, is indicated, a proposal to expand these services at an existing
perinatal care center shall be given priority over proposals to establish
new high-risk perinatal services at other institutions in the planning
area.

(3) RELAPIONSHIP TO EXISTING HEALTH CARE SYSTEM. (a) The neona-
tal ICU and high risk obstetrics components of a perinatal care center
shall be located in close physical proximity. Applicants proposing to es-
tablish or expand a neonatal ICU or high-risk obstetrics componentsof a
perinatal care center where these components are located in separate in-
stitutions, shall provide evidence of an agreement between the institu-
tions. The agreement shall include:

1, Provisions for a perinatal care center coordinating board invelving
medical and administrative staff from participating institutions.

_ 2. A deseription of the perinatal care center system which clearly dis-
tinguishes the respective roles, functions, and responsibilities of the insti-
tutions in the system.

3. Provisions for the effective coordination between the institutions of
the perinatal care team designed to assure continuity of care to perinatal
care center patients and to prevent the unnecessary duplication of staff
in the perinatal care center,

4. Provision for the effective coordination of perinatal facilities and
equipment between the institutions designed to minimize the duplica-
tion of these facilities and equipment in the perinatal care center.

(b) Applicants proposing to establish or expand perinatal care center
components shall provide evidence that they are able to conduet pro-
grams of inservice, outreach, and consumer education,

{e¢) Applicants proposing to establish or expand a perinatal care center
component shall provide documentation that they have established or
have plans to establish a 24-hour telephone consultation service to physi-
cians and other professionals and hospitals in the service area of the per-
inatal care center.

(4 AVAILABILITY OF RESOURCES. Applicants proposing to establish or
expand components of a perinatal care center shall document that they
shall be able to meet the following minimum staffing requirements:

(a) Perinalal care centers. 1. Nursing care aspects of both the obstetric
and neonatal components of the perinatal care center shall be coordi-
nated by a registered professional nurse. This nurse shall have obtained
specialized nursing knowledge and skills by successfully completing an
arganized educational program in maternal or neonatal intensive care,
and shall have at least one year of experience in an obstetrics unit associ-
ated with a neonatal Intensive care unit, or in a recognized perinatal care
center.

2. A physician trained in anesthesiology shall be on call 24 hours per
day. .
(b) High-risk obstetrics component. 1. The high-risk maternal/fetal and
intrapartum intensive care segment of a perinatal care center shall be
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under the direction of a physician trained in high-risk obstetrics. This
obstetrieian shail have at least one year of experience in high-risk inten-
sive care in an organized high-risk program beyond the standard resi-
dency in ohstetrics. Consultation from a physician trained in high-risk
obstetrics shall be available for all high-risk patients,

2. A registered professional nurse shall be available to assist the
antepartum, intrapartum, and postpartumm care of each high-risk
mother, These RNs shall have obtained specialized nursing knowledge
and skills by successfully completing an organized educational program
in maternal intensive care.

(e) Neonatal intensive care component, 1, The high-risk fetal/neonatal
intengsive care segment of the perinatal care center shall be under the
direction of a physician who is board-eligible or board-certified in ne-
onatology. Consultation from a physician trained in high-risk ne-
onatolegy shall be available for all high-risk patients.

2. Registered professional nurses shall be on the nursing staff of the
neonatal intensive care unit of each shift, At least one RN on each shift
shall have obtained specialized nursing knowledge and skills by success-
fully completing an organized educational program in neonatal intensive
care.

3. The neonatal intensive care unit shall maintain a minimum ratio of
one RN for every 2 intensive care infants, The intermediate care unit
shall be staffed with one RN for every 4 patients or one RN and addi-
tional nursing personnel at a minimum ratio of one RN or LPN for every
4 patients.

(5) RELATIONSHIP TO SUPPORT SERVICES. Applicants proposing to de-
velop or expand a perinatal care center shall document that they shall be
able to provide the following minimum facilities and services:

(a) Family planning services as part of the perinatal services, Medical
services do not need to include ahortions, but perinatal center staff shall
be knowledgeable of, and shall provide information regarding the availa-
bility of, abortion services and problem pregnancy counseling.

(b} Laboratory services,

(e) A follow-up clinie for the continued evaluation and care of the pa-
tient following discharge.

(d) A 24-hour emergeney transport capability for high-risk infants, ei-
ther through agreements with ambulance services outside of the per-
inatal care center or through a transport capability operated by the per-
inatal eare center.

1. A perinatal care center shall demonstrate an ability to maintain
portable equipment with a self-contained power source necessary for the
intensive treatment and life support of newborn infants while in transit,

2. Equipment for high-risk infant transport shall inelude, but is not
limited to: infant transport incubator, infant resuscitator, airfoxygen
supply, intravenous fluid therapy, emergency medications, and monitor-
ing equipment for infant’s temperature, heart rate, and environmental
oxygen.
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3. The transport team for high-risk neonatal patients shall be com-
posed of medical and health care professionals who are active in newborn
intensive care at the perinatal care center and who have undergone a
program of ingervice training in the preparation and transport of high-
risk infants.

4. The transport team shall include a physician, a nurse, or other
paramedical personnel appropriate to the needs of the individual case. A
physician need not accompany the infant in all cases, but at least one
trained individual whose only responsibility is the care of the mfant
should staff the transport team,

History: Cr. Register, June, 1978, No. 270, eff. 7-1.78.

H 3.44 End-stage renal disease services. The following standards shall
be used by the department in the review of applications for certificates of
need for the establishment or expansion of end-stage renal disease ser-
vices.

(1) DERINITIONS. {a) Chronic mainienance dialysis. A process by which
waste products and excess fluid are removed from a patient’s body by
osmosis from one fluid compartment to another. The 2 types of dialysis
which are currently in common clinical practice are hemodralyms and
peritoneal dialysis.

(b) Chronic maintenance dialysis station. The plumbing, electrical sys-
tem, dialysis machine, and space which will accommodate a bed, chair,
and other equipment used to perform chronie maintenance dialysis.

(¢) Dialysis machine, The device used to perform dialysis, Distin-
guished from the term ‘“station’ in that “machines” are not restricted
for ehronic maintenance dialysis and do not require approval; rather,
they may be used for backup support for the stations, acute care of pa-
tients, or with patients who require isolation,

(d) End-stage renal disease (ESED). That stage of renal impairment
which is almost always irreversible and requires dialysis or kidney trans-
plantation to maintain life,

(e) Free-standing renal dialysis facility, A non-hospital-based unit
which is approved by the de.partment and federal government to furnish
chronic maintenance dialysis.

(f) Renal dialysis center. A hospital-based untt which is approved by
the department and federal government to furnish the full spectrum of
diagnostic, therapeutic {including inpatient dialysis furnished directly or
under arrangement or agreement), and rehabilitative services, except re-
nal transpilantation, required for the care of ESRD dialysis patients,

(g) Renal dialysis facility. A hospital-based unit which is approved by
El.leldepartment and federal government to furnish chronic maintenance
ialysis.

(h} Renal tra'nsplamatwn cenler, A hospital unit which is approved by
the department and federal government to furnish transplantation and
other medical and surgical specialty services required for the care of
ESRD transplant patients, including inpatient dialysis furnished di-
rectly or under arrangement or agreement.
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(1) Self-care dialysis. Chronic maintenance dialysis performed by a
trained KSRD patient and patient helper at home or in an approved self-
care dialysis unit,

(i) Self-care dialysis training program. A program which formally
traing ESRD patients and patient helpers to perform self-care dialysis.

(k) Segf-care training siation. The plumblng, electrical system, and
space which will accommodate a d1alysns machine, bed, chair, and other
equipment used to train ESRD patients and patient helpers to perform
self-care dialysis.

(2) NEED FOR RENAL TRANSFLANTATION SERVICES. (a) For purposes of
reviewing proposals for the establishment of renal transplantation ser-
vices, the state shall constitute a single planning area. The population
base required to support a single transplant center shall be at least 2
million persons.

(b) Determination of need for renal transplantation centers shall be
based upon consideration of the following:

. 1. The capacity of existing transplantation centers in the state and also
in adjoining states;

2. The volume of transplants provided to patients from Wisconsin and
adjoining areas. )

(c¢) Applicants proposing to establish transplantation centers shall
demonstrate that they will perform at least 15 transplants the first year
of operation, and at least 25 transplants the second year of operation.

(3) NEED FOR CHRONIC MAINTENANCE DIALYSIS SERVICES, (a) For pur-
poses of reviewing proposals for chronic maintenance dialysis facilities or
centers, planning areas shall be coterminous with health service areas.

(b} The determination of need for the establishment or expansion of
renal dialysis centers, hospital-based renal dialysis facilities, and free-
standing renal dialysis facilities shall be based upon the following consid-
erations:

1. Utilization of Hemodialysis Stations. a, Centers or facilities having
fewer than 6 stations and proposing to add stations up to a unit total of 6
shall be approved only after the facility or center is operating at 80% of
capacity as determined by dividing the total number of chronic mainte-
nance dialysis treatments per week in the facility or center (hased upon
the annual Facility Survey Report or equivalent data that may be avail-
able) by the maximum number of chronic maintenance dialysis treat-
ments per week in the facility or center {one treatment per station per
day times 6 days of operation per week times the number of chronic
maintenance hemodialysis stations).

b. Expansion beyond the number of 6 hemodialysis stations in a facil-
ity or center shall be approved only after the facility or center is operat-
ing at 80% of capacity as determmed by dividing the total number of
chronic maintenance dialysis treatments per week in the facility or een-
ter (based upon the annual Facility Survey Report or equivalent data
that may be available) by the maximum number of chronic maintenance
hemodialysis treatments per week in the facility or center (2 treatments
per station per day times 6 days of operation per week times the number
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of chronic maintenance hemodialysis stations). Self-care training sta-
tions are excluded from these calculations at the rate of ene exclusion for
each E self~eare patients trained per station within the preceding 12
months,

¢, New hemodialysis units shall not be established until all existing or
approved facilities and centers within 90 minutes travel time, including
those in adjacent planning areas, are operating at 80% capacity. Where
the need for additional hemodialysis services is indicated, proposals to
expand existing facilities or centers shall be given priority over proposals
to establish new units,

2. Utilization of Peritoneal Dialysis Stations, a. A facility or center
proposing to establish a peritoneal dialysis station must demonstrate
that at least one patient is in need of this type of treatment.

b. No additional peritoneal dialysis stations shall be established until
each peritoneal dialysis station is actively treating at least 2 patients
simultaneously.

¢. Peritoneal dialysis stations used for the purpose of self-care training
shall be exeluded from consideration as active treatment stations at the
rate of one exclusion for each 6 self-care patients trained per station
within the preceding 12 months.

3. The availability of self-care dialysis training in the planning area.

4. The incidence and prevalence rates for ESRD within the planning
area. '

5. The availability of appropriate treatment for pediatrie patients
with end-stage renal disease.

8, Alternate methods of providing care and treatment for ESRD pa-
tients.

7. The existence of a documented medical emergency situation, or sea-
sonal influx of patients, for which a temporary station may be approved
for up to 6 months of operation. After that period, full approval must be
sought by the facility or center.

{e) When the need for additional dialysis service capacity is demon-
strated, existing facilities or centers shall increase the number of shifts
operating daily, rather than institute additional stafions.

{d) An additional self-care training station is justified only for those
facilities or centers which have trained at least 6 persons per station
within the previous year.

{4) RELATIONSHIP TO BEXISTING HEALTH CARE SYSTEM. Renal dialysis
centers and facilities shall have referral agreements with renal transplan-
tation centers.

History: Cr. Register, June, 1978, No. 270, eff, 7-1-78,

H 3.50 Open heart surlgery. The following standards shall be used by the
department in review of proposals to establish or expand open heart sur-
gery or pediatric heart surgery services.
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(1) DEFNITIONS. (a) Closed heart surgery. Surgery for congenital or ac-
quired cardiac disease, pericardial disease, or disease of the great vessels
near the heart which does not require cardiopulmonary bypass.

(b} Dedicated pediatric heari surgery service. A service which provides
heart surgery to only infants and chiidren.

() Open heart surgery. A class of highly technical operations on the
heart and intrathoracic great vessels which requires temporary use of
cardiopulmonary bypass equipment to perform the functions of circula-
tion during surgery. )

(d) Pediairic hearlt surgery. Surgery related to the congenital or ac-
quired diseases of the heart, pericardium or intrathoracic great vessels,
and cardiovascular systetn in infants and children.

(2) NBED FOR SERVICES, (a) For the purposes of open heart surgery
services planning areas shall be coterminous with the health service areas
designated pursnant to 42 USC 300 1, There shall be permitted at least
one open heart surgery service in each planning area. For the purposes of
degicated pediatric heart surgery services, the planning area shall be the
entire state.

(b) The determination of the need for the establishment or expansion
of open heart or dedicated pediatric heart surgery services shall be based
upon an evaluation of factors including, but not limited to, the appli-
cant’s demonstration of the following:

1. Projection of the annual number of open heart or pediatric heart
surgery candidates identified by referring physicians, facilities, and other
sources. Projections shall be based upon relevant historical data and
shall include the geographical origins of such candidates by zip code or
minor civil division.

2. Annual patient volume projections based upon the incidence of
heart conditions for which open heart or pediatric heart surgery has been
scientifically accepted to be an effective and appropriate modality.

8. The underiying assumptions made to arrive at the projections and
the data and methodology used to caleulate the projected number of
adult open heart and pediatric heart surgery candidates. The assump-
tions, data, and methodology used to arrive at the projections shall he
provided in the application,

4, Where the population to be served has received open heart or pedi-
atric heart surgery in the past 3 years.

. 5. A documented plan that the préposed open heart or pediatric heart
surge]ry service can be adequately staffed when completed and opera-
tional,

(¢) The location of a facility proposing to establish open heart or pedi-
atric heart surgery services relative to other facilities in the planning
area shall be considered. If there are approved heart surgery services in
the planning area, the impact of the proposal on the utilization and staff-
ing of these existing programs shall be addressed. Patterns of patient mi-
gration, and referrals between planning areas and other geographical
areas shall also be considered,
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(d) A facility propesing to establish open heart surgery shall demon-
strate that it will have a volume of open heart surgery candidates equal
to, and the resource capability to perform a minimum of, 200 adult cases
per year and it shall be demonstrated that this rate will be attained
within the first 3 years of operation. Such demonstration shall eonform to
par, (b) of these standards.

(e} No additional open heart surgery programs shall be approved until
each open heart surgery program in the planning area is consistently op-
erating at a minimum of 350 open heart surgery cases per year,

(f) A facility proposing to establish a dedicated pediatric heart surgery
program shall demonstrate that it will have a volume of pediatric heart
operations equal to, and the resource capability to perform a minimum
of, 130 cases per year and that this rate will be attained within the first 3
years of operation. At least 50% of these cases shall be open heart sur-

gery.

(g) No additional dedicated pediatric heart surgery program shall be
approved until each dedicated pediatric heart surgery program is con-
sistently operating at a minimum rate of 250 pediatric heart surgery
cases annually.

Note: In the review of the resource eapability and other features of open heart surgery not
covered in this rule, the department may consider up-to-date planning guidelines adopted by
national professional and scientific organizations, Wisconsin health systems agencies, and the
department of health, education and welfare in the review of applications to establish or ex-
pand open heart surgery services. Such guidelines may include those of the inter-society com-
mission for heart disease resources, the Ameriean heart association, the Wisconsin chapter of
the ameriean college of eardiology, and the Amertean academy of pediatries,

History: Cr, Register, June, 1978, No. 270, efi. 7-1-78,

H 3.52 Cardiac catheterization services. The following standards shall
be used by the department in review of proposals to establish or expand
cardiac catheterization services and for the acquisition of cardiac cathe-
terization equipment and facilities.

(1) DEFINITIONS. (a) Cardiac catheterization laboralory. A diagnostic
facility for disorders of the heart, lung, and the great vessels with the
resource capability to skillfully insert catheters into the heart and adja-
cent great vessels, to reliably measure multiple parameters of cardiac
physiological activity, and to obtain visualization of the appropriate
heart chambers and adjacent vessels.

(b) Cardiac cathelerization service. The provision of intracardiac or cor-
onary artery catheterizations.

(e) Coronary artery catheterization. A distinet procedure involving the
introduction of a catheter through a peripheral artery into the coronary
arteries. The catheter tip is positioned into the coronary arteries and a
diagnostic agent is injected for the purpose of visualizing these vessels for
evidence of cardiac disease. Left ventriculography may be a part of the
study to determine myocardial status.

(d) Dedicated pediatric cardiac catheterization laboratory. A laboratory
which provides cardiac catheterization to only infants and children.

(e) Iniracerdiac cathelerization. A procedure carrted out in a cardiae
catheterization laboratory in which a catheter is passed through the
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blood vessels into the heart to measure mulfiple parameters of cardiac
physiological activities and to obtain visualization of the cardiac cham-
bers and great vessels. .

(f) Pediairic cardiac catheterizalion. A procedure carried out in a car-
diac catheterization laboratory in which a catheter is introduced into the
heart of infants and children to reliably measure multiple parameters of
cardiac physiological activity and to obtain visualization of the eardiac
chambers and great vessels,

(2) NEED FOR SERVICES. (a) For the purposes of the cardiac catheteri-
zation standards, planning areas shail be coterminous with the health
service areas designated pursuant to 42 USC 300 L. There shall be per-
mitted at least one cardiac catheterization laboratory in each health ser-
vice area. For the purposes of standards for dedicated pediatrie cardiac
catheterization services, the planning area shall be the entire state.

(b) The determination of the need for the establishment or expansion
of cardiac catheterization services and the acquisition of cardiac cathe-
terization equipment and facilities shall be based upon an evaluation of
factors including, but not limited to, the applicant’s demonstration of
the following:

1. Projection of the annual number of cardiae catheterization candi-
dates identified by referring physicians, facilities, and other sources, Pro-
jections shall be based upon relevant historical data and shall include the
geographical origins of cardiac catheterization candidates by zip code or
minor civil division.

2. Annual patient volume projections based upon the incidence of
heart conditions for which cardiac catheterization has been scientifically
accepted to be an effective and appropriate modality.

3. The assumptions made to arrive at the projection and the methodol-
ogy used to caleulate the projected number of aduit and pediatric cardiac
catheterization candidates, The assumptions, data and methodology
used to arrive at the projection shall be provided in the application.

4. Documentation of where the population to be served has received
eardiac catheterization services in the past 3 years.

5. A documented plan that the proposed cardiac catheterization ser-
viee can be staffed and operated when completed.

{c) The location of a facility proposing to establish or expand cardiac
catheterization services or acquire equipment relative to other facilities
in the planning area shall be considered. If there are cardiac catheteriza-
tion laboratories in the planning area, the impact of the proposal on the
utilization and staffing of these programs shall be addressed. Patterns of
patient migration, referrals bet ween planning areas and other geographi-
cal areas, and birth rates shall also be considered.

(d} An applicant proposing to establish or expand cardiac catheteriza-
tion services or to acquire cardiac catheterization equipment shall
demonstrate that it will have a volume of cardiac catheterization eandi-
dates equal to, and the resource capability te perform a minimum of, 300
cases per year and that this rate will be attained within the first 3 years of
operation, For dedicated pediatric cardiac catheterization units, there
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shall be a minimum of 160 cases per year and it shall be demonstrated
that this rate will be attained within the first 8 years of operation. Such
demonstration shall eonform to par. (b) of these standards.

{e) No cardiac catheterization labhoratories shail be approved in any
facility not performing open heart surgery unless there are cogent rea-
sons for exemption from this standard.

(f} No new or additional cardiac eatheterization laboratories shall be
approved until each cardiac catheterization laboratory in the planning
area is consistently performing a minimum of 500 intracardiac or coro-
nary artery catheterizations annually.

Note: In the review of the resource eapability and other features of cardiac eatheterization
serviees not covered in this rule, the department may consider up-to-date planning guidelines
adopted b{ national professional and scientifie organizations, Wisconsin health systems agen-
cies, and the department of health, education and welfare in the review of applications to es-
tablish or expand cardiac catheterization services or to acquire eardiae catheterization equip-
ment. Such guidelines may include those of the inter-society commission for heart disease
resources, the American heart association, the Wisconsin chapter of the ameriean college of
cardiology, and the American academy of pediatrics.

History: Cr, Register, June, 1978, No. 270, eff, 7-1-78.

H 3.70 Computed tomegraphy services. The following standards shall be
used by the department in the review of applications for the acquisition
of computed tomography equipment.

(1) DeFINITIONS. (a) Compuled fomography equipment. Diagnostic
equipment which uses radiographic and computer techniques to produce
cross-sectional images of the head and body. In this document all com-
puted tomography equipment will be referred to as CT. When specifi-
eally a head or body scanner is under consideration, it will be so stated.

(b} Enhancement. Alteration of coefficients of absorption by adminis-
tration of contrast media.

(e) Seen. The series of images (slices) necessary for CT diagnosis of one
anatomical area. Tabulation of scans for CT utilization data:

1. An unenhanced sean shall count as one scan.
2. An enhanced scan shall count as one scan.

3. An unenhanced scan, followed by an enhanced scan, shall count as 2
seans.

(2) NEED FOR SERVICES, (a) For purposes of reviewing proposed appli-
cations for the acquisition of computed tomography equipment, plan-
ning areas shall be coterminous with health service areas.

(b) Utilization. 1. The quantitative demonstration of projected utili-
zation shall include, but not be limited to, the following:

a. A description of the assumptions and methodology used to caleulate
the utilization projections.

b. Annual utilization projections based upon relevant historical data,
physician referral and practice patterns (including the geographieal ori-
gin of CT candidates by county or zip code), and the incidence of patho-
io%iic cor:]ditions or disease in the population for which CT is medically
indicated.
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c. The application shall contain a list of the active medical staff of the
facility indicating medical specialty of each physician and other hospi-
tals where the physician has staff privileges.

d. Documentation of where the CT patient population to be served
received CT diagnostic services in the past or the modalities used to pro-
vide diagnostic services in lieu of CT.

e. A description of the proposed services’ impaet on the utilization of
similar or alternate serviees in the planning ares or adjacent planning
areas,

2. Projected utilization volumes of the proposed CT scanner shall be
evaluated by the department. Such evaluation shall include, but not be
limited to, the following considerations;

a. Utilization rates of existing operational scanners in the state based
upon the number of admissions and inpatient CT procedures, the
number of outpatient visits and outpatient CT procedures, the number
of emergency room visits and the number of emergency CT procedures.

b, The total resource capability and activity volumes of other facilities
with CT.

¢. The diagnostic radiology resource capability and activity volume
(i.e., radioisotope brain studies, cerebral angiograms, abdominal angi-
ograms, ete.) of other facilities in the state with CT.

d, The number, specialty, and inpatient activity of the active medieal
staff especially in the neurosciences and oncology related specialties. The
number of patients diagnosed as stroke, dementia, intracranial trauma,
tumors or other neurclogic abnormalities, plus the number of in-
tracranial surgeries will be compared plus the number of new cancer pa-
tients seen yearly and the cancer patients in follow-up.

3. Acquisition of additional computed tomography equipment shall
not be approved unless each existing approved CT scanner in the plan-
ning area has been in operation for one year and is performing a mini-
mum of 2,600 procedures (scans) per year. A determination of full utili-
zation may be adjusted upon consideration of additional factors such as,
but not limited to:

a. Technofoglca] eapabiiities of existing CT units mcludmg scan time,
type of equipment, possible updates and age of equipment.

b. Patient mix (inpatient, outpatient, pediatric, aged, ete,)

¢. Mix of procedures performed (percent head scans vs, body scans).
d. Hours of operation per day.

e. Number of emergency cases for immediate treatment,

f. Existing patient backlogs.

g. Availability for fully staffed, 24-hour emergency services with anes-
thesiqlogy and surgery back-up appropriate for immediate treatment of
CT diagnosis when necessary.

h. Procedures performed by non-approved CT facilities,

Reglster, April, 1984, No. 340
Health



32 WISCONSIN ADMINISTRATIVE CODE
H3

1, The research use of CT units at medical school facilities shall be rec-
ognized as reducing the clinical capacity of these installations when eval-
uating their utilization.

4. A facility proposing to acquire a CT scanner shall provide evidence
that it will perform 1,600 scans the first year of operation, 2,000 the sec-
ond year and 2,500 every year thereafter,

(c) Additional technological enhancement, if reviewable, shall be ap-
p{oved only after demonstrating cost effectiveness or increased quality
of care,

(3) RELATIONSHIP TO EXISTING HEALTH CARE SYSTEM, To ehsure a
maximum potential for sharing of a CT scanner with other facilities
within a health service area, a facility proposing to acquire a CT scanner
shall provide evidence of cooperative agreements for utilization of the
proposed equipment including, but not limited to:

{a) Multiple facility application.

(b} Letters of support from referring physicians, clinics, and other
acute care facilities indicating a commitment to make referrals to the
proposed CT scanner site,

(e) A detailed plan of the proposed methods by which these referrals
are to be accommodated including at least:

1. Administrative procedures to ensure equitable access to non-facility
patients.

2. Methods to be used in transportation of patients.

3. The prompt reporting of CT results to referring physicians accord-
ing to standard medical practice.

4. A willingness and ability, when necessary, to operate beyond a regu-
larly scheduled day.

(4) RESOURCE AVAILABILITY. (&) Staffing resources. A facility propos-
ing to acquire a CT unit shall

1. Provide full-time (24 hours/day, 7 days/week) coverage of the unit
by physicians trained in the interpretation of CT images.

2. Have at least 2 physicians trained and certified in radiology, who are
proficient in CT interpretation.

3, Provide adeguate numbers of registered or licensed radiological
bialchg%gogists trained in CT operation who will be assigned full-time to
the uxit,

(b) Technical resources, 1. An applicant proposing to acquire a CT
scanner shall provide evidence that it is now providing in its facility or in
a contiguous facility a broad spectrum of imaging modalities and special
procedures which complement CT scanning, including but not limited
to, angxography, lymphangiography, ultra-sound and nuclear medicine
imaging, and 40,000 inpatient and outpatient (report separately) radio-
graphic procedures (including fluoroscopy).
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2. A facility proposing to acquire a CT seanner shall have an active
neurological and neurosurgical service providing 2 wide range of diagnos-
tic and surgical capabilities.

3. A facility proposing to acquire a CT body scanner shall demonstrate
an active comprehensive diagnostic and treatment service for cancer.

4, Additional and appropriate consideration shall be given to facilities
which offer other serviees which have implications for CT utilization in-
cluding, but not limited to, internal medicine, urology, gastroenterology,
thoracie surgery, oncology, and ophthalmology.

5, In the case of 2 facilities proposing to acquire CT which have equal
i'lesources, additional consideration shall be given to the facility which
as;

a. The capability of treating most of the conditions diaghosed by CT
procedures or the ready accessibility to such therapeutic capabilities.

b. The availability of a fully staffed, 24-hour emergency service with
anesthesiology and surgery back-up appropriate for immediate treat-
ment of CT diagnoses whenh necessary.

¢. Demonstrated greater geographic accessibility.

. (6) QUALITY ASSURANCE. The applicant shall submit a plan to estab-
lish a formal ongoing utilization review program,

(6} FINANCIAL FEASIBILITY. (a} An applicant proposing to obtaina CT
scanner shall demonstrate the finaneial feasibility of the project, includ-
. Ing a description of the following:

1. The total capital expenditure required for the acquisition of the CT
scanner, including planning, space acquisition, lease, renovation, and in-
stallation costs,

2. The method and source of financing including interest and other
costs related to the total projected utilization period.

3. Direct costs including:

Depreciation

Interest

Paraprofessionals

Clerical

Professionals (M.D., Ph,D.)

Supplies

Maintenance {repair)

Installation Amortization

Maintenance Agreement after Warranty
Lease

4. Indireet costs including those relating to space (physical plant),
management support, and other relevant overhead costs.

5. Provision for the establishment of separate accounting of costs of
the proposed CT scanning operation.

6. The projected non-professional and professional charges for;

a. An unenhanced scan,
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b. An enhanced scan without an unenhanced sean.
¢, An unehanced scan followed by an enhanced sean.
7. The projected number of scans to be performed annuaily.

(b) The proposed patient charges shall be based on the projected an-
nual utilization of the CT service, Direct costs, indirect costs, rates, ete.,
are to be annualized and provided in the application over a 3-year pro-
jected utilization period. The amortization period for CT shall not be less
than b years using a straight line method,

(¢) The department’s analysis of the financial feasibility of a proposal
to acquire CT shall include consideration of at least the following:

_1. Charges due to the direct costs associated with providing the ser-
vice.

2. Charges due to the indirect costs associated with providing the.ser-
vice,

3. Debt capacity of the facility.
4. Economies of scale.
5. Current rate structure.

(7) CoST CONTAINMENT, The applicant shall demonstrate that the pro-
posed project fosters cost containment and improves the quality of care.
The CT scanner shall be treated as a cost center in the facilities account-
ing system. The applicant shall provide a plan for amendment of the
accounting system so that the CT services can be financially partialed
out of the entire accounting system. The demonstration of cost contain-
ment shall address the following:

(a) Savings or losses for distance traveled, work time, convenience and
other non-medical factors aifecting patients.

c ’E‘b) Projected savings due to the elimination of other tests by the use of

(¢) The cost impact of utilization, geographic locations, and relation-
ship of the proposed CT scanners on existing approved scanners in the
service area and state.

{8) DATA REPORTING REQUIREMENTS. Applicants proposing to obtain
computed tomography equipment shall agree to provide the department
and health systems agencies with data relating to numbers, types, oper-
ating costs, patient origin, and other pertinent demographic and diag-
nostic information upon request {but not more often than semi-annu-
ally) or at such time that current data are required for the review of a
proposal to establish additional CT capabilities within the health plan-
ning area.

History: Cr. Register, June, 1378, No. 270, off. 7-1-78.
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