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A Dbill to be entitled

An act relating to freestandi ng di agnostic i nagi ng
facilities; creating pt. V of ch. 483, F.S., the Florida
Freestandi ng Di agnostic Inmaging Facilities Law, creating
S. 483.95, F.S.; providing a popular nane; creating s.
483.951, F.S.; declaring policy and purpose; creating s.
483. 952, F.S.; providing exenptions fromthe act; creating
s. 483.953, F. S.; providing definitions; creating s.
483.954, F.S.; granting rul emaki ng authority, powers, and
duties to the Agency for Health Care Adm nistration;
provi di ng standards, fees, and |icensing requirenents;
creating s. 483.955, F.S.; providing for inspection of
facilities; creating s. 483.956, F. S.; providing for
licensing of facilities and requirenents; providing for
licensing denials and revocations; creating s. 483. 9565,
F.S.; providing for |icensure application and application
requi renents; creating s. 483.957, F. S.; requiring a
facility to have a nedical director; providing
requirenents for the director; creating s. 483.958, F.S.;
requiring facilities to display licenses; creating s
483.959, F.S.; providing for disciplinary actions agai nst
facilities in specified circunmstances; creating s.
483.9591, F. S.; providing adm nistrative penalties;
creating s. 483.9595, F.S.; providing for offenses;
creating s. 483.95955, F. S ; providing crimnal penalties;
creating s. 483.9596, F.S.; authorizing injunctive actions
to be brought against unlicensed facilities; prohibiting
clains to be filed by unlicensed facilities; providing an

effective date.
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Be It Enacted by the Legislature of the State of Florida:

Section 1. Part V of chapter 483, consisting of sections
483. 95, 483.951, 483.952, 483.953, 483.954, 483.955, 483. 956,
483. 9565, 483.957, 483.958, 483.959, 483.9591, 483. 9595,
483. 95955, and 483.9596, Florida Statutes, is created to read:
PART V
FREESTANDI NG DI AGNOSTI C | MAG NG FACI LI TI ES
483.95 Popul ar nanme.--This part nay be known by the

popul ar nane "The Florida Freestandi ng D agnostic | magi ng

Facilities Law. "

483. 951 Decl aration of policy and st atenent of

pur pose.--The purpose of this part is to protect the health,

safety, and welfare of the people of this state fromthe hazards

of inproper performance by freestandi ng di agnostic i nagi ng

facilities. Diagnostic imaging facilities provide, anpng other

t hi ngs, certain physician-ordered di agnostic i mgi ng services,

i ncl udi ng conputerized axi al tonography (CAT scan), nmagnetic

resonance inmaging (MRl), ultrasound, and certain nucl ear

nmedi ci ne procedures, which are perforned at the facility by

trai ned techni ci ans under the supervision of physicians. Sone

facilities utilize equipnent that is obsolete or poorly

mai nt ai ned. | nages produced by such equi pnent | ack sufficient

resolution and detail to enable a physician to render a

consistently reliable diagnhosis or treatment decision. An

i haccurate diagnosis or treatnent decision nay cause unnecessary

anxiety, suffering, and additional financial expense for

individuals and their insurers and other third-party payors, or

may create a false and injudicious sense of security with

respect to the state of an individual's health, and nay even
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contribute directly to an individual's death. |nproving the

quality of health care in the manner provided in this part wl|l

have a positive effect upon the cost of professional liability

i nsurance for professionals and other providers. Therefore, the

Legi slature finds and declares that the protection of the public

health requires the |icensing of such facilities, the

establishnment of certain m ninum standards for the equi pnment and

professional staff used in such facilities, and other necessary

saf eguards as authorized by this part.

483.952 Application of part; exenptions.--This part

applies to all freestanding diagnostic inaging facilities within

the state, but does not apply to:

(1) An entity operated by the United States Governnent,

the state, or any political subdivision of the state.

(2) An entity that limts screening to tests intended to

identify specific physical disorders or conditions and that

provi des health services to the public free of charge or for a

donation to be used for charitabl e purposes.

(3) A hospital |icensed under chapter 395.

(4) An anbul atory surgical facility |licensed under chapter

395.
(5) A health nmintenance organi zation certified under part
| of chapter 641.

(6) An office that is operated by a physician |icensed

under chapter 458 or chapter 459.
483.953 Definitions.--As used in this part:
(1) "Agency" neans the Agency for Health Care

Adni ni stration.

(2) “Conputerized axial tonobgraphy” or “CAT scan” neans a

series of X-ray imges as slices of the hunman body that are
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integrated by conputer to create a two-di nensional image of the

body and its internal structures al ong vari ous axes.

(3) "Consuner freestanding diagnostic inmaging facilities"

are freestandi ng diaghostic imaging facilities that are open to

t he general public.

(4 "Facility personnel"” includes persons enployed by a

facility, but does not include persons enployed to perform

clerical or other adm nistrative responsibilities.

(5) "Freestanding diagnostic inaging facility" or

"facility" neans any fixed or nobile facility where conputerized

axi al tonography technol ogy, nmagnetic resonance inmaging,

ul trasound, or nuclear nedicine is used to make di agnostic

i mages.
(6) “Magnetic resonance inmaging” or “MRl” neans a

procedure that uses magnetic signals, as opposed to X rays, to

create inage slices of soft tissues, blood vessels, and other

body structures that are integrated by conputer to create highly

detail ed two-di nensi onal images of the human body al ong vari ous

axes.

(7) “Nuclear nedicine” includes a variety of nedical

procedures includi ng bone scans, scans of various internal

organs, cardiac stress tests utilizing radi opharnaceuticals, and

positron enm ssion tonography (PET) scanning. Each of these

procedures involves introduction into the human body of | ow

| evel radioactive material that is absorbed by the specific body

structure or diseased tissue to be studi ed. Specialized scanners

are then used to collect data regarding the concentrati ons of

radi oactive material absorbed by the specific body structure or

ti ssue bei ng studi ed.
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(8) “Utrasound” neans a procedure that uses refl ected

soundwaves, simlar to sonar, transmtted and collected by a

transducer, which creates a real -tinme image of internal body

structures.

483. 954 Powers and duties of the agency; rules.--The

agency shall adopt rules to inplenent this part, which rul es

must include the foll ow ng:
(1) LICENSI NG STANDARDS. -- The agency shall |icense all

freestandi ng diagnostic inaging facilities neeting the

requi renents of this part and shall prescribe standards

necessary for licensure.

(2) FEES. --The agency shall establish annual fees, which

shall be reasonable in anmount, for licensing of facilities. The

fees nust be sufficient in amount to cover the cost of |icensing

and i nspecting facilities.

(a) The annual licensure fee is due at the tine of

application and i s payable to the agency to be deposited in the

Health Care Trust Fund adm nistered by the agency. The |icensure

fee nmust be not | ess than $300 nor nore than $1, 000.

(b) The fee for the late filing of an application for

|icense renewal is $200 and is in addition to the |licensure fee

due for renewing the |icense.
(3) ANNUAL LI CENSING --The agency shall provide for annual

licensing of facilities. Any facility that fails to pay the

proper fee or otherwise fails to qualify by the date of

expiration of its license is delinquent, and its |license is

automatically cancel ed without notice or further proceedi ng.

Upon cancellation of its |icense under this subsection, a

facility may have its |license reinstated only upon application

Page 5 of 14

CODING: Words stricken are deletions; words underlined are additions.

V E S




F L OR 1 D A H O U S E O F R E P RESENTATI

O

149
150
151
152
153
154
155
156
157
158
159
160
161
162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177

178

HB 1127 2003
and qualification as provided for initial applicants and upon

paynent of all delinquent fees.
(4) STANDARDS OF PERFORMANCE --The agency shal |l prescribe

standards for the performance of freestandi ng di agnosti c i nagi ng

facilities.
(5) CONSTRUCTI ON OF FACILITIES. --The agency may adopt

rules to ensure that facilities conply with all |ocal, county,

state, and federal standards for the construction, renovation,

mai nt enance, or repair of facilities, which standards nust

ensure the conduct and operation of the facilities in a nanner

that shall protect the public health.
(6) SAFETY AND SANI TARY CONDI TIONS WTHIN THE FACI LI TY AND
| TS SURROUNDI NGS. - - The agency shall establish standards relating

to safety and sanitary conditions within the facility and its

surroundi ngs, including water supply, sewage, storage of

chem cal s, workspace, fire safety, and general neasures, which

st andards nust ensure the protection of the public health.
(7) EQUI PMENT. -- The agency shall establish nm nimum

detailed quality-related standards for facility equi pnent

essential to the proper conduct and operation of the facility,

i ncluding the resolution of inages generated by such equi pnent

and other requirenents that recogni ze the inportance of using

up-to-date technology. This may include requiring facilities to

use specified equi pnent and technol ogy that is approved by the

FDA and is not obsol ete.
(8) DI AGNOSTI C RECORDS. - - The agency shall establish

m ni nrum standards relating to the accuracy and retention of

nedi cal records prepared and naintai ned by diagnostic inmaging

facilities. This includes standards of review to determ ne

conpl i ance.

Page 6 of 14

CODING: Words stricken are deletions; words underlined are additions.

V E S




F L OR 1 D A H O U S E O F R E P RESENTATI

O

179
180
181
182
183
184
185
186
187
188
189
190
191
192
193
194
195
196
197
198
199
200
201
202
203
204
205
206
207

HB 1127 2003
483. 955 |Inspection of facilities.--The agency shall, at

| east annually, inspect the prem ses and operations of al

facilities subject to |licensure under this part, w thout prior

notice to the facilities, for the purpose of studying and

eval uati ng the operation, supervision, and procedures of such

facilities to determne their conpliance with agency standards

and to determne their effect upon the health and safety of the

people of this state. This inspection shall include an

eval uation to deternmne that the facility’'s equi pnent i s neeting

speci fic standards of performance and is perfornm ng according to

t he manufacturer’s specifications and an eval uati on of accuracy

and tineliness of the diagnostic reports prepared by such

facilities.

483.956 Licensing of facilities.--

(1) A person may not conduct, maintain, or operate a

freestandi ng diagnostic imaging facility in this state w thout

obtaining a freestandi ng diagnostic imaging facility |license

fromthe agency. The license is valid only for the person or

persons to whomit is issued and nay not be sold, assigned, or

transferred, voluntarily or involuntarily. A license is not

valid for any prem ses other than the facility for which it is

i ssued. However, a new |license nay be secured for the new

| ocation for a fixed facility before the actual change, if the

change is in conpliance with this part and the rul es adopted

under this part. Afacility nust be relicensed if a change of

ownership occurs. Application for relicensure nust be made 60

days before the change of ownership.

(2) Each applicant for licensure nmust conply with the

foll owi ng requirenents
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(a) Upon receipt of a conpl eted, signed, and dated

application, the agency shall require background screening, in

accordance with the Ievel 2 standards for screening set forth in

chapter 435, of the nmanagi ng enpl oyee, or other simlarly titled

i ndi vidual who is responsible for the daily operation of the

facility, and of the financial officer, or other simlarly

titled individual who is responsible for the financial operation

of the facility, including billings for patient services. The

applicant nust conply with the procedures for |evel 2 background

screening as set forth in chapter 435, as well as the

requi renents of s. 435.03(3).

(b) The agency may require background screeni ng of any

ot her individual who is an applicant if the agency has probable

cause to believe that he or she has been convicted of a crine or

has commtted any other offense prohibited under the |evel 2

standards for screening set forth in chapter 435.

(c) Proof of conpliance with the | evel 2 background

screeni ng requirenents of chapter 435 which has been submtted

within the previous 5 years in conpliance with any other health

care licensure requirenents of this state is acceptable in

fulfillnment of the requirenents of paragraph (a).

(d) A provisional license nmay be granted to an appli cant

when each individual required by this section to undergo

background screening has net the standards for the Departnent of

Law Enf orcenent background check but the agency has not yet

recei ved background screening results fromthe Federal Bureau of

| nvestigation, or a request for a disqualification exenption has

been submitted to the agency as set forth in chapter 435 but a

response has not yet been issued. A license may be granted to

t he applicant upon the agency's receipt of a report of the
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results of the Federal Bureau of |nvestigation background

screening for each individual required by this section to

under go background screening which confirns that all standards

have been net, or upon the granting of a disqualification

exenption by the agency as set forth in chapter 435. Any ot her

person who is required to undergo | evel 2 background screening

may serve in his or her capacity pending the agency's recei pt of

the report fromthe Federal Bureau of Investigation. However,

such person nay not continue to serve if the report indicates

any violation of background screeni ng standards and a

di squalification exenption has not been requested of and granted

by the agency as set forth in chapter 435.

(e) Each applicant shall submit to the agency, with its

application, a description and expl anati on of any excl usi ons,

per manent suspensions, or termnations of the applicant fromthe

Medi care or Medicaid program Proof of conpliance with the

requi renents for disclosure of ownership and control interests

under the Medicaid or Medi care program may be accepted in |lieu

of this subm ssion.

(f) Each applicant shall subnmit to the agency a

descri ption and expl anation of any conviction of an of fense

prohi bited under the |l evel 2 standards of chapter 435 by a

nmenber of the board of directors of the applicant, its officers,

or any individual owming 5 percent or nore of the applicant.

This requirement does not apply to a director of a not-for-

profit corporation or organization if the director serves solely

in a voluntary capacity for the corporation or organization,

does not reqgqularly take part in the day-to-day operational

deci sions of the corporation or organization, receives no

renmuneration for his or her services on the corporation or

Page 9 of 14

CODING: Words stricken are deletions; words underlined are additions.

V E S




F L OR 1 D A H O U S E O F R E P RESENTATI

O

268
269
270
271
272
273
274
275
276
277
278
279
280
281
282
283
284
285
286
287
288
289
290
291
292
293
294
295
296

HB 1127 2003
organi zation's board of directors, and has no financial interest

and has no famly nenbers with a financial interest in the

corporation or organi zation; provided that the director and the

not-for-profit corporation or organization include in the

application a statenent affirmng that the director's

relationship to the corporation satisfies the requirenents of

t hi s paragraph.

(g0 Alicense may not be granted to an applicant if the

appli cant or managi ng enpl oyee has been found guilty of,

regardl ess of adjudication, or has entered a plea of nolo

contendere or guilty to, any offense prohi bited under the | evel

2 standards for screening set forth in chapter 435, unless an

exenption fromdisqualification has been granted by the agency

as set forth in chapter 435.

(h) The agency nay deny or revoke licensure if the

applicant:

1. Has falsely represented a material fact in the

application required by paragraph (e) or paragraph (f), or has

onmtted any material fact fromthe application required by

paragraph (e) or paragraph (f); or

2. Has had prior action taken agai nst the applicant under

t he Medicaid or Medicare programas set forth in paragraph (e).

(i) An application for license renewal nust contain the

i nformati on requi red under paragraphs (e) and (f).
483. 9565 Application for |icense.--
(1) Application for a license as required by s. 483. 956

nmust be nmade to the agency on forns furnished by it and nust be

acconpani ed by the appropriate |license fee.

(2) The application shall contain:
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(a) A determination as to whether the facility will be

fixed or nobile and the |ocation for a fixed facility.

(b) The nanme and address of the owner if an individual; if

the owner is a firm partnership, or association, the nane and

address of every nmenber thereof; or if the owner is a

corporation, its name and address and the nane and address of

its medical director, officers, and each person having at | east

a 10 percent interest in the corporation.

(c) The nane of any person whose nane is required on the

application under the provisions of paragraph (b) and who owns

at least a 10 percent interest in any professional service,

firm association, partnership, or corporation providi ng goods,

| eases, or services to the facility for which the application is

made, and the nane and address of the professional service,

firm association, partnership, or corporation in which such

interest is held.

(d) The nane by which the facility is to be known.

(e) The nane, address, and Florida physician's |license

nunmber of the nedical director
483. 957 Medical director of facility.--Each facility

licensed under this part shall enploy a nedical director who is

a physician |icensed under chapter 458 or chapter 459 and who is

a board certified radiologist or nuclear nedicine physician.

483.958 Display of license.--The |license of a facility

must specify, on its face, the nanes and addresses of the owner

and the nedical director, the period for which the license is

valid, and, in the case of fixed facilities, the |ocation at

whi ch procedures are perforned. The |icense nust be displ ayed at

all tinmes in a pronminent place at the facility, where it is

visible to the public.
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483.959 G ounds for disciplinary action agai nst

facilities.--The followi ng acts constitute grounds for which a

disciplinary action specified in s. 483. 9591 nay be taken

against a facility:

(1) WMaking a fraudul ent statenent on an application for a

|icense or on any ot her docunent required by the agency pursuant

to this part.

(2) Permtting unauthorized persons to operate a

freestandi ng di agnostic imaging center in violation of this

part.
(3) Rendering a report on the results of any test to a

person not authorized by law to receive such information.

(4) Know ngly having professional connection with, or

knowi ngly | ending the use of the nane of the licensed facility

or its nedical director to, an unlicensed facility.

(5) Violating, or aiding and abetting in the violation of,

any provision of this part or the rul es adopted hereunder.

(6) Failing to file any report required by the provisions

of this part or the rul es adopted hereunder.
483. 9591 Administrative penalties.--

(1)(a) The agency may deny, suspend, revoke, annul, limt,

or deny renewal of a |license or inpose an adm nistrative fine,

not to exceed $500 per violation, for the violation of any

provision of this part or rul es adopted hereunder. Each day of

violation constitutes a separate violation and is subject to a

separate fine.

(b) In determning the anpbunt of the fine to be |evied for

a violation, as provided in paragraph (a), the follow ng factors

shal |l be consi der ed:
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1. The severity of the violation, including the

probability that death or serious harmto the health or safety

of any person will result or has resulted; the severity of the

actual or potential harm and the extent to which the provisions

of this part were viol ated.

2. Actions taken by the licensee to correct the violation

or to renedy conpl ai nts.

3. Any previous violation by the licensee.

4. The financial benefit to the licensee of commtti ng or

continuing the violation.

(c) Al amounts collected under this subsection nust be
deposited into the Health Care Trust Fund adm ni stered by the

agency.
(2) The agency nmy i ssue an energency order inmmediately

suspendi ng, revoking, annulling, or limting a |icense when it

determ nes that any condition in the licensed facility presents

a clear and present danger to public health and safety.

483.9595 O fenses.--1t is unlawful for any person to:

(1) Operate, nmintain, direct, or engage in the business

of operating a freestanding diagnostic inmaging facility unl ess

t he person has obtained a |license for the facility.

(2) Conduct, maintain, or operate a facility unless the

facility is under the direct and responsi bl e supervision and

direction of a nedical director who neets the qualifications
specified in s. 483.3957(1).

(3) Violate, or aid and abet in the violation of, any

provision of this part or the rul es adopted under this part.
483.95955 Crimnal penalties.--
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(1) The performance of any of the acts specified in s.

483. 3995 is a m sdeneanor of the second degree, puni shable as
provided in s. 775.082 or s. 775.083.

(2) Any use or attenpted use of a forged |icense under

this part is a felony of the third degree, punishable as
provided in s. 775.082, s. 775.083, or s. 775.084.
483.9596 Unlicensed facilities.--
(1) I NJUNCTION.--The operation or maintenance of an

unlicensed facility or the perfornmance of any di agnostic i nagi ng

procedures or operations in violation of this part is declared a

nui sance and inimcal to the public health, welfare, and safety.

The agency, or any state attorney in the nane of the peopl e of

the state, may, in addition to other renedies provided in this

part, bring an action for an injunction to restrain such

violation, or to enjoin the future operation or nmintenance of

any such facility or the performance of any health testing

procedures or operations in violation of this part, until

conpliance with the provisions of this part or the rul es adopted

under this part has been denobnstrated to the satisfaction of the

agency.
(2) CLAIMS. --Al charges or reinbursenent clains nade by

or on behalf of a facility that is required to be registered

under this section but that is not so registered are unl awf ul

charges and therefore are nonconpensabl e and unenf or ceabl e.

Section 2. This act shall take effect upon becom ng a | aw.
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