Florida Senate - 2004 SB 2816

By Senat or Al exander

17-632- 04

1 A bill to be entitled

2 An act relating to i ndependent diagnostic

3 testing facilities; creating part XV of ch

4 400, F.S., entitled the Independent Diagnostic

5 Testing Facility Act; providing for definitions

6 and exclusions; providing for the licensure,

7 i nspection, and regul ati on of independent

8 di agnostic testing facilities by the Agency for

9 Health Care Administration; requiring |licensure
10 of facilities and background screening of

11 applicants for licensure; providing for

12 facility inspections; providing rul enaking

13 authority; providing licensure fees; providing

14 fines and penalties for operating an unlicensed
15 facility; providing for facility

16 responsibilities with respect to personnel and

17 operations; providing accreditation

18 requi renents; providing for injunctive

19 proceedi ngs and agency actions; providing
20 admi ni strative penalties; providing an
21 ef fective date.
22
23| Be It Enacted by the Legislature of the State of Florida:
24
25 Section 1. Part XIV of chapter 400, consisting of
26 | sections 400.996, 400.9961, 400.9962, 400.9963, 400.9964,
27 | 400. 9965, 400.9966, 400.9967, 400.9968, 400.9969, and 400. 997,
28| Florida Statutes, is created to read
29 400.996 Short title; legislative findings.--
30 (1) This part, consisting of ss. 400.996-400. 997, may
31| be cited as the "l ndependent Diagnostic Testing Facility Act."
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(2) The Legislature finds that the regul ati on of

i ndependent di agnostic testing facilities nust be inproved to

prevent significant cost and harmto consuners. The purpose of

this part is to provide for the |icensure of independent

di agnostic testing facilities and enforcenent of basic

standards by the Agency for Health Care Adninistration
400.9961 Definitions.--As used in this part, the term
(1) "Agency" neans the Agency for Health Care

Adnmi ni stration.

(2) "Applicant" neans an individual owner,

corporation, partnership, firm business, association, or

other entity that owns or controls, directly or indirectly, 5

percent or nore of an interest in an i ndependent diagnostic

testing facility and that applies for a facility |license, or

the general partners, but not the limted partners, in a

limted liability partnership.

(3) "Independent diagnostic testing facility" or

"facility" means an entity that performs the technica

conponent of magnetic resonance imagi ng, static radi ographs

(static X-ray), conputer tonography, or position em ssion

tonmography in a fixed facility, and:

(a) |s accredited by the Joint Commi ssion on

Accreditation of Healthcare Organi zati ons or the Anerican

Col l ege of Radiology within 1 year after |icensure;

(b) Does not accept patient referrals prohibited by s.
456. 053(5);
(c) Does not provide therapy or treatnent services to

patients who are provi ded di agnostic inmagi ng services;

(d) Does not have an investor as defined in s.
456.053(3) (1);

2
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(e) Does not enploy, contract with, or have as an

i nvestor:
1. A person or entity that is directly or indirectly

an investor in a clinic as defined in s. 400.9905(3); or

2. A person or entity that directly or indirectly

provides services to a clinic if the services include the

referral as defined by s. 456.053(3)(0) of patients to any

provi der of diagnostic imging services; and
(f) Is not aclinic as defined in s. 400.9905(3).

The facility may provide the professional conponents of the

i magi ng servi ces through an enpl oyee or i ndependent

contractor.
400. 9962 License requirenments; background screenings;

prohi bitions. --

(1) Each facility nust be licensed and shall at al

times maintain a valid license with the agency. Each facility

| ocation shall be licensed separately regardl ess of whether

the facility is operated under the sane busi ness nane or

managenent as another facility.

(2) The initial facility license application shall be

filed with the agency by all facilities on or before March 1,

2005. A facility license nust be renewed biennially.

(3) An applicant that submits an application on or

before March 1, 2005, which neets all requirenents for initial

licensure as specified in this section shall receive a

tenporary license until the conpletion of an initial

i nspection verifying that the applicant neets all requirenents

in rules authorized by s. 400.9965. However, a facility

engaged in magneti c resonance i nagi ng services nay not receive

a tenporary license unless it presents evidence satisfactory
3
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to the agency that the facility is making a good faith effort

and substantial progress in seeking accreditation required
under s. 400.9967.
(4) An application for an initial facility license or

for renewal of an existing license shall be notarized on a

form furni shed by the agency and nust be acconpani ed by the

appropriate license fee as provided in s. 400.9965. The agency

shall take final action on an initial license application

within 60 days after receipt of all required docunentation.

(5) The application nust contain information that

i ncludes, but need not be linmted to, information pertaining

to the nane, residence and busi ness address, phone nunber

soci al security nunber, and license nunber of the facility

director, each licensed nedical provider enployed or under

contract with the facility, and each person who, directly or

indirectly, owmns or controls 5 percent or nore of an interest

in the facility, the general partners, in alinmted liability

part nershi p.

(6) The applicant nust file with the application

satisfactory proof that the facility is in conpliance with

this part and applicable rules, including:

(a) Alisting of services to be provided directly by

the applicant or through contractual arrangenents with

exi sting providers;

(b) The nunber and discipline of each professiona

staff nenber to be enpl oyed; and

(c) Proof of financial ability to operate. An

appl i cant nust denonstrate financial ability to operate a

facility by submitting a bal ance sheet and an i ncone and

expense statenment for the first year of operation which

provi de evidence of the applicant's having sufficient assets,
4
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credit, and projected revenues to cover liabilities and

expenses. The applicant has denonstrated financial ability to

operate if the applicant's assets, credit, and projected

revenues neet or exceed projected liabilities and expenses.

Al'l docunents required under this subsection nust be prepared

in accordance with generally accepted accounting principles,

may be in a conpilation form and the financial statenment nust

be signed by a certified public accountant. As an alternative

to submitting a bal ance sheet and an i ncone and expense

statenent for the first year of operation, the applicant may

file a surety bond of at |east $500, 000, payable to the agency

whi ch guarantees that the facility will act in full conformty

with all legal requirenents for operating a facility. The

agency may adopt rules to specify related requirenents for the

surety bond.

(7) Each applicant for licensure shall conply with the

requi rements of this subsection

(a) As used in this subsection, the term"applicant"

neans individuals owning or controlling, directly or

indirectly, 5 percent or nore of an interest in a facility;

the facility director, or a sinmlarly titled person who is

responsi ble for the day-to-day operation of the |licensed

facility; the financial officer or sinmlarly titled individua

who is responsible for the financial operation of the

facility; and the licensed nedical providers at the facility.

(b) Upon receipt of a conpleted, signed, and dated

application, the agency shall require background screening of

the applicant, in accordance with the |evel 2 standards for

screening set forth in chapter 435. Proof of conpliance with

the |l evel 2 background screening requirenents of chapter 435

whi ch has been subnmitted within the previous 5 years in
5
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conpliance with any other health care licensure requirenents

of this state is acceptable in fulfillment of this paragraph

(c) Each applicant nust submit to the agency, with the

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

per manent suspensions, or terninations of an applicant from

the Medicare or Medicaid prograns. Proof of conpliance with

the requirenents for disclosure of ownership and contro

i nterest under the Medicaid or Medicare prograns may be

accepted in lieu of this subm ssion. The description and

expl anati on nmay indi cate whet her the exclusions, suspensions,

or ternminations were voluntary or involuntary on the part of

the applicant.

(d) Alicense may not be granted to a facility if the

appl i cant has been found guilty of, regardl ess of

adj udi cation, or has entered a plea of nolo contendere or

guilty to, any offense prohibited under the |l evel 2 standards

for screening set forth in chapter 435, or a violation of

i nsurance fraud under s. 817.234, within the past 5 years. |f

t he applicant has been convicted of an offense prohibited

under the level 2 standards or insurance fraud in any

jurisdiction, the applicant nust show that his or her civil

rights have been restored prior to subnitting an application

(e) The agency may deny or revoke licensure if the

applicant has falsely represented any material fact or onitted

any material fact fromthe application required by this part.

(8) Requested information omitted froman application

for licensure, license renewal, or transfer of ownership nust

be filed with the agency within 21 days after receipt of the

agency's request for onitted information, or the application

shal | be deened inconplete and shall be withdrawn fromfurther

consi der ati on.

6
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(9) The failure to tinely file a renewal application

shall result in a late fee charged to the facility in an

anmount equal to 50 percent of the current license fee.

400.9963 Facility inspections; energency suspension

costs. --
(1) Any authorized officer or enployee of the agency

shal|l nmke inspections of the facility as part of the initial

|icense application or renewal application. The application

for a facility license issued under this part or for a renewal

|icense constitutes pernission for an appropriate agency

i nspection to verify the information subnitted on or in

connection with the application or renewal.

(2) An authorized officer or enployee of the agency

may nake unannounced i nspections of facilities |licensed under

this part as necessary to deternmine that the facility is in

conpliance with this part and with applicable rules. A

licensed facility shall allow full and conpl ete access to the

prem ses and to billing records or information to any

representative of the agency who nakes an inspection to

determ ne conpliance with this part and with applicable rul es.

(3) Failure by a facility licensed under this part to

allow full and conplete access to the prenm ses and to billing

records or information to any representative of the agency who

nmakes a request to inspect the facility to deternine

conpliance with this part constitutes a ground for energency

suspensi on of the license by the agency under s. 120.60(6).

(4) In addition to any admnistrative fines inposed,

t he agency may assess a fee equal to the cost of conducting a

conpl ai nt investigation.

400.9964 License renewal; transfer of ownership;

provisional |icense.--

7
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1 (1) An application for license renewal nust contain

2| information as required by the agency.

3 (2) Ninety days before the expiration date, an

4 | application for renewal nust be submitted to the agency.

5 (3) The facility must file with the renewal

6| application satisfactory proof that it is in conpliance with
7| this part and applicable rules. If there is evidence of

8| financial instability, the facility nust submt satisfactory
9| proof of its financial ability to conply with the requirenents
10| of this part.

11 (4) \When transferring the ownership of a facility, the
12 | transferee nust subnit an application for a license at |east
13| 60 days before the effective date of the transfer. An

14 | application for change of ownership of a facility is required
15 ] only when 45 percent or nore of the ownership, voting shares,
16 | or controlling interest of a facility is transferred or

17 | assigned, including the final transfer or assignnent of

18| nultiple transfers or assignnents over a 2-year period which
19 | cunul atively total 45 percent or greater

20 (5) The license may not be sold, |eased, assigned, or
21 | otherwi se transferred, voluntarily or involuntarily, and is
22| valid only for the facility owners and | ocation for which

23 | originally issued.

24 (6) A facility agai nst whom a revocati on or suspension
25| proceeding is pending at the tine of |icense renewal may be
26 | issued a provisional license effective until final disposition
27 | by the agency of the proceedings. If judicial relief is sought
28 | fromthe final disposition, the agency that has jurisdiction
29 | may issue a tenporary pernit for the duration of the judicial
30 | proceedi ng.

31 400.9965 Rul enmaking authority; license fees.--
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1 (1) The agency shall adopt rul es necessary to

2| admnister the facility admnistration, regul ation, and

3] licensure program including rules establishing the specific
4] licensure requirenents, procedures, forns, and fees. It shal
5| adopt rules establishing a procedure for the hiennial renewal
6| of licenses. The agency nmmy issue initial |icenses for |ess
7| than the full 2-year period by charging a prorated |licensure
8| fee and specifying a different renewal date than would

9| otherwise be required for bhiennial licensure. The rul es shal
10 | specify the expiration dates of |licenses, the process of

11 | tracking conpliance with financial responsibility

12 | requirenents, and any other conditions of renewal required by
13| law or rule.

14 (2) License application and renewal fees nust be

15 | reasonably cal cul ated by the agency to cover its costs in

16 | carrying out its responsibilities under this part, including
17 | the cost of licensure, inspection, and regul ati on of

18 | facilities. The total fees collected may not exceed the cost
19 | of administering and enforcing conpliance with this part.

20| Facility licensure fees are nonrefundabl e and may not exceed
21 [$2, 000. The agency shall adjust the license fee annually by
22 | not nore than the change in the Consuner Price |Index based on
23| the 12 nonths imediately preceding the increase. Al fees
24 | collected under this part nust be deposited in the Health Care
25| Trust Fund for the adnministration of this part.

26 400.9966 Unlicensed facilities; penalties; fines;

27 | verification of licensure status.--

28 (1) A person nay not own, operate, or naintain a

29 | facility without obtaining a |license under this part.

30 (2) Any person who owns, operates, or nmintains an

31| unlicensed facility comits a felony of the third degree,

9
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puni shable as provided in s. 775.082, s. 775.083, or s.
775.084. Each day of continued operation is a separate

of f ense.
(3) Any person found guilty of violating subsection

(2) a second or subsequent tine commits a felony of the second

degree, punishable as provided under s. 775.082, s. 775.083,
or s. 775.084. Each day of continued operation is a separate

of f ense.
(4) Any person who owns, operates, or nmintains an

unlicensed facility due to a change in this part or a

nodi fication in agency rules within 6 nonths after the

effective date of the change or nodification and who, within

10 working days after receiving notification fromthe agency,

fails to cease operation or to apply for a license under this

part commits a felony of the third degree, punishable as
provided ins. 775.082, s. 775.083, or s. 775.084. Each day of
conti nued operation is a separate offense.

(5) Any facility that fails to cease operation after

agency notification nay be fined for each day of nonconpliance

under this part.

(6) When a person has an interest in nore than one

facility and fails to obtain a license for any one of these

facilities, the agency may revoke the |icense, inpose a

noratorium or inpose a fine under this part on any or all of

the licensed facilities until the unlicensed facility is

|icensed or ceases operation

(7) Any person aware of the operation of an unlicensed

facility nust report that facility to the agency.

(8) Any health care provider who is aware of the

operation of an unlicensed facility shall report that facility

to the agency. Failure to report a facility that the provider
10
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1| knows or has reasonabl e cause to suspect is unlicensed shal
2| be reported to the provider's |icensing board.

3 (9) The agency may not issue a license to a facility
4 | that has any unpaid fines assessed under this part.

5 400.9967 Facility responsibilities.--

6 (1) Each facility shall appoint a facility director

7 | who shall agree in witing to accept legal responsibility for
8| the following activities on behalf of the facility. The

9| facility director shall:

10 (a) Have signs identifying the facility director

11| posted in a conspicuous location within the facility readily
12 | visible to all patients.

13 (b) Ensure that all practitioners providing health

14 | care services or supplies to patients maintain a current

15 | active and unencunbered Florida |icense.

16 (c) Review any patient referral contracts or

17 | agreenents executed by the facility.

18 (d) Ensure that all health care practitioners at the
19 | facility have active appropriate certification or |icensure
20| for the level of care being provided.

21 (e) Serve as the facility records owner as defined in
22 | s. 456. 057.

23 (f) Ensure conpliance with the recordkeepi ng, office
24 | surgery, and adverse incident reporting requirenents of

25 | chapter 456, the respective practice acts, and rul es adopt ed
26 | under this part.

27 (g) Conduct systematic reviews of facility billings to
28 | ensure that the billings are not fraudul ent or unlawful. Upon
29 | di scovery of an unlawful charge, the facility director shal
30 | take immedi ate corrective action

31

11
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(2) Any business that becones a facility after

commenci ng operations nust, within 5 days after beconing a

facility, file a license application under this part and is

subject to all provisions of this part applicable to a

facility.
(3) Al charges or reinbursenent clains nade by or on

behalf of a facility that is required to be |icensed under

this part, but that is not so licensed, or that is otherwi se

operating in violation of this part, are unlawful charges, and

are nonconpensabl e and unenf or ceabl e.

(4) Any person establishing, operating, or nmanagi ng an

unlicensed facility that is required to be |icensed under this

part, or any person who knowingly files a fal se or m sl eadi ng

license application or license renewal application, or false

or msleading information related to the application or

departnment rule, commits a felony of the third degree,
puni shable as provided in s. 775.082, s. 775.083, or s.
775.084.

(5) Any licensed health care provider who viol ates

this part is subject to discipline in accordance with this

chapter and his or her respective practice act.

(6) The agency may fine, or suspend or revoke the

license of, any facility licensed under this part for

operating in violation of the requirenents of this part or the

rul es adopted by the agency.

(7) The agency shall investigate allegations of

nonconpliance with this part and the rul es adopted under this

part.
(8) Any person or entity providing health care

services which is not a facility may voluntarily apply for a

certificate of exenption fromlicensure under its exenpt
12
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status with the agency on a formthat sets forth its nane or

nanes and addresses, a statenent of the reasons why it cannot

be defined as a facility, and other information deened

necessary by the agency.

(9) The facility shall display its license in a

conspi cuous location within the facility readily visible to

all patients.

(10)(a) Each facility engaged in magnetic resonance

i magi ng services nust be accredited by the Joint Comi ssion on

Accreditation of Healthcare Organi zati ons, the Anerican

Col | ege of Radi ol ogy, or the Accreditation Association for

Anbul atory Health Care, within 1 year after |icensure.

However, a facility may request a single, 6-nonth extension if

it provides evidence to the agency establishing that, for good

cause shown, the facility cannot be accredited within 1 year

after licensure, and that the accreditation will be conpleted

within the 6-nobnth extension. After obtaining accreditation as

required by this subsection, each facility nust nmmintain

accreditation as a condition of renewal of its |license.

(b) The agency may disallow the application of any

entity forned for the purpose of avoiding conpliance with the

accreditation provisions of this subsection and whose

principals were previously principals of an entity that was

unable to neet the accreditation requirenents within the

specified tinefranes.

(c) The agency shall give full faith and credit

pertaining to any past variance and waiver granted to a

nmagneti c resonance imaging facility fromrule 64-2002, Florida
Adm ni strative Code, by the Departnent of Health, until
Sept enber 2006. After that date, the facility nust request a

vari ance and waiver fromthe agency under s. 120.542.
13
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1 400.9968 | njunctions.--

2 (1) The agency may institute injunctive proceedings in
3] acourt of conpetent jurisdiction in order to:

4 (a) Enforce the provisions of this part or any nininum
5| standard, rule, or order issued or entered into under this

6| part if the attenpt by the agency to correct a violation

7| through administrative fines has failed; if the violation

8| mterially affects the health, safety, or welfare of facility
9| patients; or if the violation involves any operation of an

10 | unlicensed facility.

11 (b) Terninate the operation of a facility if a

12 | violation of any provision of this part, or any rule adopted
13 | under this part, materially affects the health, safety, or

14 | welfare of facility patients.

15 (2) Such injunctive relief may be tenporary or

16 | per manent.

17 (3) If action is necessary to protect facility

18 | patients fromlife-threatening situations, the court may all ow
19 | a tenporary injunction w thout bond upon proper proof being
20| nade. If it appears by conpetent evidence or a sworn,

21| substantiated affidavit that a tenporary injunction should be
22 | i ssued, the court, pending the determ nation on final hearing,
23| shall enjoin operation of the facility.

24 400. 9969 Agency actions.--Adm nistrative proceedi ngs
25 | chal | engi ng agency licensure enforcenment action shall be

26 | reviewed on the basis of the facts and conditions that

27 | resulted in the agency action

28 400.997 Agency adninistrative penalties.--

29 (1) The agency may inpose adninistrative penalties

30| against a facility of up to $5,000 per violation for

31| violations of the requirenents of this part. In determining if

14
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a penalty is to be inposed and in fixing the anount of the

fine, the agency shall consider the foll owing factors:

(a) The gravity of the violation, including the

probability that death or serious physical or enotional harm

to a patient will result or has resulted, the severity of the

action or potential harm and the extent to which the

provisions of the applicable laws or rules were viol ated.

(b) Actions taken by the owner or the facility

director to correct violations.

(c) Any previous violations.

(d) The financial benefit to the facility of

committing or continuing the violation

(2) Each day of continuing violation after the date

fixed for termnation of the violation, as ordered by the

agency, constitutes an additional, separate, and distinct

vi ol ati on.
(3) Any action taken to correct a violation shall be

docunented in witing by the owner or facility director and

verified through followp visits by agency personnel. The

agency may inpose a fine and, in the case of an owner-operated

facility, revoke or deny a facility's |icense when an owner or

facility director fraudulently msrepresents actions taken to

correct a violation.

(4) For fines that are upheld followi ng adm nistrative

or judicial review, the violator shall pay the fine, plus

interest at the rate as specified in s. 55.03, for each day

beyond the date set by the agency for paynent of the fine.

(5) Any unlicensed facility that continues to operate

after agency notification is subject to a fine of $1,000 per

day.

15
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(6) Any licensed facility whose owner or facility

director concurrently operates an unlicensed facility shall be

subject to an adnm nistrative fine of $5, 000 per day.

(7) Any facility whose owner fails to apply for a

change- of -ownership license in accordance with s. 400. 9964 and

operates the facility under the new ownership is subject to a
fine of $5,000.
(8) The agency, as an alternative to or in conjunction

with an administrative action against a facility for

violations of this part and adopted rules, shall make a

reasonabl e attenpt to discuss each violation and recommended

corrective action with the owner or facility director prior to

witten notification. The agency, instead of fixing a period

within which the facility shall enter into conpliance with

standards, may request a plan of corrective action fromthe

facility which denpnstrates a good faith effort to renedy each

violation by a specific date, subject to the approval of the

agency.
(9) Adnministrative fines paid by any facility under

this section shall be deposited into the Health Care Trust
Fund.

Section 2. This act shall take effect October 1, 2004.

16
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2 SENATE SUVMMARY

3 Creates part XIV of ch._400, F.S., entitled the
I ndependent Di agnostic Testing Facility Act. Provides for

4 definitions and excl usions. Provides for the |icensure,
i nspection, and regulation of independent diagnostic

5 testing facilities by the Agency for Health Care
Adm ni Stration. Requires |icensure and background

6 screening. Provides for facility inspectionS and
rul emaki hg authority. Provides for |icensure fees.

7 Aut hori zeS fines and penalties for operating an. = .
unlicensed facility. rects facility responsibilities

8 Wi th respect to personnel and operations. Provides
accreditation requirenents, Provides for injunctive ]

9 proceedi ngs and agency actions. Authorizes adm nistrative
penal ti es.
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