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Florida Senate - 2004 SB 182

By Senator Atwater

25-112-04

A bill to be entitled
An act relating to certificates of need;
anending s. 408.036, F.S., relating to
heal t h-care-rel ated projects subject to review
for a certificate of need; exenpting certain
proj ects involving percutaneous coronary
intervention fromreview, providing
requi rements by which certain hospitals may
obtain an exenption; providing an effective
dat e.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Present paragraphs (j), (k), (1), (m, (n),
(o), (p), (aq), (r), (s), and (t) of subsection (3) of section
408. 036, Florida Statutes, are redesignated as paragraphs (k),
(), (m, (n), (o), (p), (a), (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
(1):

(j) For the provision of percutaneous coronary

intervention for patients presenting with energency nyocardi al

infarctions in a hospital without an approved adult

open- heart-surgery program In addition to any other

docunentation required by the agency, a request for an

exenption submitted under this paragraph nust conply with the

fol | owi ng:
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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 |licensure

requi renents shall be adopted by rule pursuant to ss.
120.536(1) and 120.54 and nmust be consistent with the
gui del i nes published by the Anerican Coll ege of Cardiol ogy and

the Anerican Heart Association for the provision of

per cut aneous coronary interventions in hospitals w thout adult

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

fol | owi ng:
a. Cardiologists nust be experienced

i nterventionalists who have perforned a nini num of 75

interventions within the previous 12 nonths.

b. The hospital nust provide a mni numof 36 energency

interventions annually in order to continue to provide the

servi ce.
c. The hospital nust offer sufficient physician,

nursing, and laboratory staff to provide the services 24 hours

a day, 7 days a week.

d. Nursing and technical staff nmust have denonstrated

experience in handling acutely ill patients requiring

i ntervention based on previous experience in dedicated

interventional |aboratories or surgical centers.

e. Cardiac care nursing staff nust be adept in

henodynani c nonitoring and Intra-aortic Balloon Punp (1 ABP)

managenent .
f. Fornalized witten transfer agreenents nust be

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

program and witten transport protocols nmust be in place to

ensure safe and efficient transfer of a patient within 60

m nutes. Transfer and transport agreenents nust be revi ewed
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and tested, with appropriate docunentati on nmintai ned at | east

every 3 nonths.

g. Hospitals inplenenting the service nust first

undertake a training programof 3 to 6 nonths, which includes

establi shing standards and testing logistics, creating quality

assessnent and error nmanagenent practices, and fornmalizing

patient-selection criteria.

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

times the patient-selection criteria for the perfornmance of

primary angi opl asty at hospitals without adult

open- heart-surgery prograns i ssued by the Anerican Coll ege of

Cardi ol ogy and the Anerican Heart Association. At a mini num

these criteria would provide for the foll ow ng:

a. Avoidance of interventions in henodynanically

stabl e patients who have identified synptons or nedica

hi stori es.
b. Transfer of patients who have a history of coronary

di sease and clinical presentation of henbdynamic instability.

3. The applicant nust agree to subnmit a quarterly

report to the agency detailing patient characteristics,

treatnent, and outcones for all patients receiving enmergency

per cut aneous coronary interventions pursuant to this

paragraph. This report nust be subnmitted within 15 days after

the cl ose of each cal endar quarter

4. The exenption provided by this paragraph does not

apply unl ess the agency deternines 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.qg.

5. Failure of the hospital to continuously conply with

the requirenents of sub-subparagraphs 1l.c.-f. and
3
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1| subparagraphs 2. and 3. will result in the i medi ate
2| expiration of this exenption
3 6. Failure of the hospital to neet the vol une
4 | requirenents of sub-subparagraphs 1.a.-b. within 18 nonths
5| after the program begins offering the service will result in
6 | the i nmedi ate expiration of the exenption
7
8| If the exenption for this service expires under subparagraph
9] 5. or subparagraph 6., the agency nay not grant another
10 | exenption for this service to the sane hospital for 2 years
11| and then only upon a showing that the hospital will remain in
12 | conpliance with the requirenents of this paragraph through a
13 | denpbnstration of corrections to the deficiencies that caused
14 | expiration of the exenption. Conpliance with the requirenents
15 ] of this paragraph includes conpliance with the rul es adopted
16 | pursuant to this paragraph.
17 Section 2. This act shall take effect July 1, 2004.
18
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