© 00 N O O b~ W N

W W N N N D N N NN MDD DN PP P PP, P PR
O © 0o N o o A~ W N P O ©W 0 N o o~ WwWN B+ o

Fl orida Senate - 2007 PROPOSED COWM TTEE SUBSTI TUTE
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Bar code 081070 Comm FAV 04/19/2007 06: 13 PM

588- 2456- 07

Proposed Conmmittee Substitute by the Conmittee on Health

Regul ati on

A bill to be entitled

An act relating to hospitals; amending s.
395.003, F.S.; revising provisions designating
cl asses of disease; exenpting certain cancer
center hospitals fromlicensure restrictions;
amendi ng s. 408.0361, F.S.; revising provisions
relating to licensing standards for adult
car di ovascul ar services; revising the period of
validity for certain |icenses authorized under
a grandfather provision; revising the criteria
for the adoption of rules by the Agency for
Health Care Administration; requiring certain
hospitals to participate in clinica
out come-reporting systens operated by the
Ameri can Col | ege of Cardiology and the Society
for Thoracic Surgeons for purposes of such rule
criteria; renbving a requirenment that the
agency include specified data in rules;

providing an effective date.

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

Section 1. Subsection (9) of section 395.003, Florida
Statutes, is anended to read:

395. 003 Licensure; issuance, renewal, denial
nodi fi cation, suspension, and revocation. --

(9) A hospital may not be licensed or relicensed if:

(a) The diagnosis-related groups for 65 percent or
nore of the discharges fromthe hospital, in the nobst recent
year for which data is available to the Agency for Health Care
Adm ni stration pursuant to s. 408.061, are for diagnosis,

1
1:38 PM 04/ 16/ 07 s0760p- hr 00- pa2




© 00 N O O A~ W N P

W W N N N D N N NN MDD DN P P PP, P PP
O © 0o N o o A~ W N PP O ©W 0 N o o~ WwWN B+ O

Fl ori da Senate - 2007 PROPOSED COWM TTEE SUBSTI TUTE
Bill No. SB 760
Bar code 081070
588- 2456- 07
care, and treatnent of patients who have

1. Cardiac-rel ated di seases and di sorders classified

as di agnosis-related groups in major diagnostic category 5

103—145—4F8419—514-518—6+—525-524,

2. Othopedic-rel ated di seases and di sorders

classified as diagnosis-related groups in major diagnostic
category 8 2069-256—4/1—494+—496-5063—6+—519-520;
3. Cancer-rel ated di seases and di sorders cl assified as

di scharges in which the principal diagnosis is neoplasm or

r adi ot her apy or

i munot herapy e+aghosts—+etated

carcinoma or _is for an adnission for

anti neopl asti ¢ _chenot herapy or

4. Any conbi nation of the above di scharges. Any
hospi t al

31, 2005, is

classified as an exenpt cancer center

412.23(f) as of Decenber

hospi t al

pursuant to 42 C.F. R s.

exenpt fromthe licensure restrictions of this subsection

(b)

services to primarily or exclusively cardiac,

The hospital restricts its nedical and surgica
ort hopedi c,
surgi cal, or oncology specialties.
Section 2. Section 408.0361, Florida Statutes, is
amended to read:

408. 0361 Cardiovascul ar €ardi-otoegy services and burn

i censure. --

(1)

cat heteri zati on servi ces shal

uni t
Each provider of diagnostic cardiac

conply with rul es adopted by
t he agency that establish licensure standards governing the
operation of adult inpatient diagnostic cardiac
cat heterization programs. The rules shall ensure that such
prograns:
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(a) Conply with the nost recent guidelines of the
Ameri can Col |l ege of Cardiol ogy and Amrerican Heart Associ ation
Gui delines for Cardiac Catheterization and Cardiac
Cat heterizati on Laboratories.

(b) Performonly adult inpatient diagnostic cardiac
cat heterization services and will not provide therapeutic
cardi ac catheterization or any other cardiol ogy services.

(c) Miintain sufficient appropriate equi pnent and
health care personnel to ensure quality and safety.

(d) Miintain appropriate tines of operation and
protocols to ensure availability and appropriate referrals in
t he event of energencies.

(e) Denonstrate a plan to provide services to Mdicaid
and charity care patients.

(2) Each provider of adult cardi ovascul ar

atervent+onal—cardi-otoegy services or operator of a burn unit
shall comply with rul es adopted by the agency that establish

i censure standards that govern the provision of adult

cardi ovascul ar naterventtonal—cardi-etogy services or the

operation of a burn unit. Such rules shall consider, at a

m ni mum staffing, equipnment, physical plant, operating
protocols, the provision of services to Medicaid and charity
care patients, accreditation, |icensure period and fees, and
enforcenent of mini mum standards. The certifi cate-of-need

rules for adult cardi ovascul ar +nterventonal—caraiotogy

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

aut hori zed pursuant to this subsection and shall remain in

ef fect 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 a%ency granting a certificate of
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need for adult cardi ovascul ar rRterventonrat—carci-otogy

services or burn units shall be considered grandfathered and

receive a license for their prograns effective on the

ef fective date of this act. The grandfathered |icensure shal
be for at least 3 years or until July 1, 2008 a—pe+riot
spectHed—+n—the—+ute, whichever is longer, but shall be

required to neet licensure standards applicable to existing

programs for every subsequent |icensure period.

(3) In establishing rules for adult cardi ovascul ar

aterventtonat—cardi-otoegy services, the agency shall include

provi sions that allow for:

(a) Establishment of two hospital programlicensure
| evel s: a Level | program authorizing the perfornmance of adult
per cut aneous cardi ac intervention wthout onsite cardiac
surgery and a Level Il program authorizing the performance of
per cut aneous cardi ac intervention with onsite cardi ac surgery.

(b) For a hospital seeking a Level | program
denonstration that, for the nbst recent 12-nonth period as
reported to the agency, it has provided a mnimum of 300 adult
i npatient and outpatient diagnostic cardiac catheterizations
or, for the nbst recent 12-nmonth period, has discharged or
transferred at |east 300 inpatients with the principa
di agnosi s of ischem c heart disease and that it has a
formalized, witten transfer agreement with a hospital that
has a Level Il program including witten transport protocols
to ensure safe and efficient transfer of a patient within 60
m nut es.

(c) For a hospital seeking a Level 11 program
denonstration that, for the nost recent 12-nonth period as
reported to the agency, it has performed a m ni mum of 1,100
adult inpatient and outpatient cardi ac catheterizations, of
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whi ch at | east 400 nust be therapeutic catheterizations, or
for the nmost recent 12-nonth period, has discharged at | east
800 patients with the principal diagnosis of ischem c heart
di sease.

(d) Conpliance with the nost recent guidelines of the
Ameri can Col | ege of Cardiol ogy and American Heart Associ ation
gui delines for staffing, physician training and experience,
operating procedures, equipnment, physical plant, and patient
sel ection criteria to ensure patient quality and safety.

(e) Establishment of appropriate hours of operation
and protocols to ensure availability and tinely referral in
t he event of energencies.

(f) Denonstration of a plan to provide services to
Medi cai d and charity care patients.

(4) (&) The agency shall establish a technical advisory
panel to devel op procedures and standards for measuring
outcones of adult cardiovascul ar services i+nterventionat
carthac—prograns. Menbers of the panel shall include

representatives of the Florida Hospital Association, the

Fl orida Soci ety of Thoracic and Cardi ovascul ar Surgeons, the
Fl orida Chapter of the Anmerican Coll ege of Cardiology, and the
Fl orida Chapter of the American Heart Association and others
with experience in statistics and outcone neasurenment. Based
on reconmendati ons fromthe panel, the agency shall devel op
and adopt rules for the adult cardi ovascul ar services which

Haterventtonat—cardiac—prograns—that i ncl ude at | east the

fol | owi ng:

1.{(by A risk adjustment procedure that accounts for

the variations in severity and case mx found in hospitals in
5
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this state.
2.{eyr CQutcome standards specifying expected | evel s of
performance in Level | and Level Il adult cardi ovascul ar

atervent+onal—cardi-otoegy services. Such standards may

i nclude, but shall not be Iimted to, in-hospital nortality,

infection rates, nonfatal nyocardial infarctions, |ength of
stay, postoperative bleeds, and returns to surgery.

3. (e Specific steps to be taken by the agency and
Iicensed hospitals that do not neet the outcone standards
within specified tinme periods, including time periods for
detail ed case revi ews and devel opnent and i npl ementati on of
corrective action plans.

(b) Hospitals licensed for Level | or Level 11 adult

cardi ovascul ar _services shall participate in clinica

out come-reporting systens operated by the Anerican Coll ege of

Cardi ol ogy and the Society for Thoracic Surgeons.

(5) The Secretary of Health Care Adm nistration shal
appoi nt an advisory group to study the issue of replacing
certificate-of-need review of organ transpl ant prograns under
this chapter with licensure regul ation 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 organization, one
representative of the Division of Health Quality Assurance,
one representative of Medicaid, and one organ transpl ant
pati ent advocate. The advisory group shall, at mnimm make
recomendati ons regardi ng access to organs, delivery of
services to Medicaid and charity care patients, staff
training, and resource requirenents for organ transpl ant
programs in a report due to the secretary and the Legislature
by July 1, 2005.
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(6) The Secretary of Health Care Adm nistration shal
appoi nt a workgroup to study certificate-of-need regul ations
and changi ng market conditions related to the supply and
di stribution of hospital beds. The assessnent by the workgroup
shal | include, but not be limted to, the foll ow 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
mar ket conpetition, and the accessibility of hospita

Servi ces.

The wor kgroup shall submit a report by January 1, 2005, to the
secretary and the Legislature identifying specific problem
areas and recomendi ng needed changes in statutes or rules.

Section 3. This act shall take effect July 1, 2007.
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