ENROLLED

2004 Legi sl ature SB 182, 1st Engrossed
1
2 An act relating to certificates of need;
3 anending s. 408.036, F.S., relating to
4 heal t h-care-rel ated projects subject to review
5 for a certificate of need; exenpting certain
6 proj ects invol ving percutaneous coronary
7 i ntervention fromreview, providing
8 requi renents by which certain hospitals may
9 obtain an exenption; anending s. 408.0361
10 F.S.; requiring the agency to adopt rules to
11 devel op licensing standards for cardi ol ogy
12 services and burn units; providing criteria for
13 such rules; requiring certain providers to
14 conply with such rules; requiring the agency to
15 i nclude certain provisions in establishing the
16 rules; requiring the agency to establish a
17 techni cal advisory panel and adopt rul es based
18 on the panel's recommendations; requiring the
19 secretary of the agency to appoint an advisory
20 group; providing nmenbership criteria for such
21 group; requiring the group to nmake certain
22 reconmendations; requiring the secretary to
23 appoi nt a workgroup; providing the conponents
24 of such workgroup's assessnent; requiring a
25 report; providing an effective date.
26
27| Be It Enacted by the Legislature of the State of Florida:
28
29 Section 1. Present paragraphs (j), (k), (1), (m, (n),
30 (o), (p), (q), (r), (s), and (t) of subsection (3) of section
31| 408.036, Florida Statutes, are redesignated as paragraphs (k),
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(), (m, (n), (o), (p), (@), (r), (s), (t), and (u),
respectively, and a new paragraph (j) is added to that
subsection, to read

408.036 Projects subject to review, exenptions.--

(3) EXEMPTIONS. --Upon request, the follow ng projects
are subject to exenption fromthe provisions of subsection
(L):

(j) For the provision of percutaneous coronary

intervention for patients presenting with energency nyocardi a

infarctions in a hospital w thout an approved adult

open- heart-surgery program |In addition to any other

docunment ation required by the agency, a request for an

exenption subnmtted under this paragraph nust conply with the

fol |l owi ng:
1. The applicant nust certify that it will neet and

continuously maintain the requirenents adopted by the agency

for the provision of these services. These |icensure

requi rements shall be adopted by rule pursuant to ss.

120.536(1) and 120.54 and nust be consistent with the

gui del i nes published by the Anerican Coll ege of Cardiol ogy and

the Anmerican Heart Association for the provision of

per cut aneous coronary interventions in hospitals w thout adult

open-heart services. At a mininum the rules shall require the

fol |l owi ng:
a. Cardiol ogists nust be experienced

interventionalists who have perfornmed a mnimum of 75

interventions within the previous 12 nonths.

b. The hospital nust provide a mninmum of 36 energency

interventions annually in order to continue to provide the

service.
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C. The hospital nust offer sufficient physician,

nursing, and | aboratory staff to provide the services 24 hours

a_day, 7 days a week.

d. Nursing and technical staff nust have denpnstrated

experience in handling acutely ill patients requiring

intervention based on previous experience in _dedi cated

interventional |aboratories or surgical centers.

e. Cardiac care nursing staff nust be adept in

henmpdynam ¢ nonitoring and Intra-aortic Balloon Punp (1 ABP)

managenent .
f. Formalized witten transfer agreenents nust be

devel oped with a hospital with an adult open-heart-surgery

program and witten transport protocols nust be in place to

ensure safe and efficient transfer of a patient within 60

m nutes. Transfer and transport agreenents nust be revi ewed

and tested, with appropriate docunentati on maintained at | east

every 3 nonths.

g. Hospitals inplenenting the service nmust first

undertake a training programof 3 to 6 nonths, which includes

establishing standards and testing logistics, creating quality

assessnent _and error managenent practices, and formalizing

patient-selection criteria.

2. The applicant nust certify that it will use at al

tines the patient-selection criteria for the performnce of

primary angi oplasty at hospitals w thout adult

open-heart-surgery prograns issued by the Anerican Coll eqge of

Cardi ol ogy and the Anerican Heart Association. At a nininum

these criteria would provide for the follow ng:

a. Avoidance of interventions in henpdynam cally

stabl e patients who have identified synptons or nedica

hi stories.
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b. Transfer of patients who have a history of coronary

di sease and clinical presentation of henpbdynamic instability.

3. The applicant nust agree to submt a quarterly

report to the agency detailing patient characteristics,

treatnent, and outcones for all patients receiving energency

per cut aneous coronary interventions pursuant to this

paragraph. This report nust be subnmitted within 15 days after

the close of each cal endar quarter

4. The exenption provided by this paragraph does not

apply unless the agency determ nes that the hospital has taken

all necessary steps to be in conpliance with all requirenents

of this paragraph, including the training programrequired

under sub-subparagraph 1.q.

5. Failure of the hospital to continuously conply with

the requirements of sub-subparagraphs 1.c.-f. and

subparagraphs 2. and 3. will result in the imediate

expiration of this exenption.

6. Failure of the hospital to neet the volune

requi renents of sub-subparagraphs 1.a.-b. within 18 nonths

after the programbeqgins offering the service will result in

the immedi ate expiration of the exenption.

If the exenption for this service expires under subparadraph

5. or subparagraph 6., the agency nmay not grant another

exenption for this service to the sane hospital for 2 vears

and then only upon a show ng that the hospital will remain in

conpliance with the requirenents of this paragraph through a

denpnstration of corrections to the deficiencies that caused

expiration of the exenption. Conpliance with the requirenents

of this paragraph includes conpliance with the rules adopted

pursuant to this paradraph
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1 Section 2. Notw thstanding conflicting provisions in
2| House Bill 329, section 408.0361, Florida Statutes, is anmended
3| to read:
4 408. 0361 Cardiology services and burn unit licensure
5| Braghestic—cardiac——catheterization—servces—providers-
6| eorpH-anee—with—guidelnes—andregquirerents. - -
7 (1) Each provider of diagnostic cardiac
8| catheterization services shall conply with thereguirerents—of
9| s—408-036{N{2a—d—--and rules adopted by ef the agency
10| that establish licensure standards fer—Health—Care
11| Admnistratien governing the operation of adult inpatient
12| di agnostic cardiac catheterization programs. _The rules shal
13| ensure that such prograns:
14 (a) Conply with—neluding the nost recent guidelines
15| of the Anmerican College of Cardiology and American Heart
16| Association Guidelines for Cardiac Catheterization and Cardi ac
17| Catheterization Laboratories.
18 (b) Performonly adult inpatient diagnostic cardiac
19| catheterization services and will not provide therapeutic
20| cardiac catheterization or any other cardiol ogy services.
21 (c) Mintain sufficient appropriate equipnent and
22| health care personnel to ensure quality and safety.
23 (d) Maintain appropriate tinmes of operation and
24| protocols to ensure availability and appropriate referrals in
25| the event of energencies.
26 (e) Denpnstrate a plan to provide services to Medicaid
27| and charity care patients.
28 (2) Each provider of adult interventional cardiol ogy
29| services or operator of a burn unit shall conply with rules
30| adopted by the agency that establish |icensure standards that
31| govern the provision of adult interventional cardiology
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services or the operation of a burn unit. Such rules shal

consider, at a mininum_ staffing, equipnent, physical plant,

operating protocols, the provision of services to Medicaid and

charity care patients, accreditation, licensure period and

fees, and enforcement of m ninmum standards. The

certificate-of -need rules for adult interventional cardioloqgy

services and burn units in effect on June 30, 2004, are

aut hori zed pursuant to this subsection and shall renmnin in

effect and shall be enforceable by the agency until the

licensure rules are adopted. Existing providers and any

provider with a notice of intent to grant a certificate of

need or a final order of the agency granting a certificate of

need for adult interventional cardiology services or burn

units shall be considered grandfathered and receive a license

for their prograns effective on the effective date of this

act. The grandfathered |licensure shall be for at |east 3 years

or _a period specified in the rule, whichever is |onger, but

shall be required to neet |icensure standards applicable to

existing prograns for every subsequent licensure period.

(3) In establishing rules for adult interventiona

cardi ol ogy services, the agency shall include provisions that

allow for:

(a) Establishnent of two hospital programlicensure

levels: a lLevel | program authorizing the performnce of adult

per cut aneous cardi ac_intervention w thout onsite cardi ac

surgery and a Level 11 program authorizing the perfornmnce of

per cut aneous cardi ac intervention with onsite cardi ac surgery.

(b) For a hospital seeking a Level | program

denmpnstration that, for the nobst recent 12-nonth period as

reported to the agency, it has provided a mininumof 300 adult

i npati ent and outpatient di agnostic cardi ac _catheterizations
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or, for the nost recent 12-nmonth period, has discharged or

transferred at least 300 inpatients with the principa

di agnosi s of ischenm c heart disease and that it has a

formalized, witten transfer agreenent with a hospital that

has a Level Il program including witten transport protocols

to ensure safe and efficient transfer of a patient within 60

n_nut es.

(c) For a hospital seeking a Level 11 program

denpnstration that, for the nobst recent 12-nonth period as

reported to the agency, it has perfornmed a mininmumof 1,100

adult inpatient and outpatient cardiac catheterizations, of

which at | east 400 nust be therapeutic catheterizations, or,

for the npst recent 12-nonth period, has discharged at |east

800 patients with the principal diagnosis of ischem c heart

di sease.

(d) Conpliance with the npst recent quidelines of the

Anerican Coll ege of Cardiology and Anerican Heart Associ ation

gui delines for staffing, physician training and experience,

operating procedures, equipnent, physical plant, and patient

selection criteria to ensure patient quality and safety.

(e) Establishnent of appropriate hours of operation

and protocols to ensure availability and tinmely referral in

the event of energencies.

(f) Denpbnstration of a plan to provide services to

Medi caid and charity care patients.

(4) The agency shall establish a technical advisory

panel to devel op procedures and standards for neasuring

out cones of interventional cardiac prograns. Menbers of the

panel shall include representatives of the Florida Hospita

Associ ation, the Florida Society of Thoracic and

Cardi ovascul ar_Surgeons, the Florida Chapter of the American
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Col | ege of Cardiology, and the Florida Chapter of the Anmerican

Heart Association and others with experience in statistics and

out cone _neasurenent. Based on recommendations fromthe panel

the agency shall develop and adopt rules for the

interventional cardiac prograns that include at |east the

fol |l owi ng:
(a) A standard data set consisting prinmarily of data

elements reported to the agency in accordance with s. 408. 061

(b) A risk adjustnent procedure that accounts for the

variations in severity and case mx found in hospitals in this

state.

(c) CQutcone standards specifying expected | evels of

performance in Level | and Level |1 adult interventiona

cardi ol ogy services. Such standards nmay include, but shall not

be limted to, in-hospital nortality, infection rates,

nonfatal nyocardial infarctions, Iength of stay, postoperative

bl eeds, and returns to surgery.

(d) Specific steps to be taken by the agency and

| icensed hospitals that do not neet the outcone standards

within specified tine periods, including tine periods for

detailed case reviews and devel opnent and i npl enent ati on of

corrective action plans.

(5) The Secretary of Health Care Administration shal

appoint _an advisory group to study the issue of replacing

certificate-of-need review of organ transplant prograns under

this chapter with licensure requlation of organ transpl ant

prograns_under chapter 395. The advisory group shall include

three representatives of organ transplant providers, one

representative of an _organ procurenent organi zation, one

representative of the Division of Health Quality Assurance,

one representative of Medicaid, and one organ transpl ant
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patient advocate. The advisory group shall, at mninmum neke

recommendati ons regardi ng access to organs, delivery of

services to Medicaid and charity care patients, staff

training, and resource requirenents for organ transpl ant

prograns in a report due to the secretary and the Leqgislature
by July 1, 2005.
(6) The Secretary of Health Care Administration shal

appoint _a workgroup to study certificate-of-need regul ations

and changi ng market conditions related to the supply and

distribution of hospital beds. The assessnent by the workagroup

shall include, but not be linmted to, the follow ng:

(a) The appropriateness of current certificate-of-need

net hodol ogi es_and other criteria for evaluating proposals for

new hospitals and transfer of beds to new sites.

(b) Additional factors that should be considered,

including the viability of safety net services, the extent of

nmar ket conpetition, and the accessibility of hospita

services.

The workgroup shall subnmit a report by January 1, 2005, to the

secretary and the lLegislature identifying specific problem

areas _and reconmendi ng needed changes in statutes or rules.

Section 3. This act shall take effect July 1, 2004.
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