Final Order No. BOH {2454 -MOA
FILEDDATE (220,
Department of Health

STATE OF FLORIDA oy LA Lo Fuon,
é BOARD OF MEDICINE Deputy Ageney Clerk

IN RE: PETITION FOR DECLARATORY STATEMENT
OF DAVID W. SHOEMAKER, M.D.

Petitioner,

FINAL ORDER

THIS CAUSE came before the Board of Medicine (hereinafter Board) on October
6, 2000, in Oriando, Florida, pursuant to Section 120.565, Florida Statutes, and Rule
28-105, Florida Administrative Code, for the purpose of considering the Petition for
Declaratory Statement filed on behaif of David W. Shoemaker, M.D., (hereinafter
Petitioner). Petitioner was not present but was represented by Allen R. Grossman,
Attorney at Law. Having considered the Petition, the arguments submitted by counsel
for the parties, and being otherwise fully advised in the premises, the Board makes the
following findings and conclusions.

FINDINGS OF FACT

1. Petitioner David W. Shoemaker, M.0, is a board certified opht“harmofogist
licensed pursuant to Chapter 458, Florida Statutes.

2. Petitioner seeks an interpretation by the Board of Medicine of Section
455 654, Florida Statutes (1999), now at 456.053, Florida Statutes {2000), as applied
to his proposed bracﬁce activities. Petitioner currently owns refractive laser equipment
in his medical practice.

3. In order to defray the high cost of owning and operating such expensive




equipment, Petitioner is contemplating the establi:;hment of a limited tiability company
(hereinafter Laser L.L.C.) to lease refractive laser equipment and services to an
ambulatery surgical center (hereinafter ASC).

4. Petitioner, together with his own famity trust will own a 60% interest in Laser
L.L.C., and the other 40% interest in Laser L.L.C. will be ownea by physician investors,
who may at times refer patients to ASC.

- 5. ASC will be owned by Petitioner and Petitioner's family members and family
interests.

6. Laser L.L.C. will obtain an excimer {aser and will lease appropriate staff
currently employed by Petitioner's medical practice. These transactions will be
structured to be consistent with fair market value

7. Laser L.L.C. will enter into an agreement to provide ASC with equipment,
supplies, and staffing necessary for the performance of laser procedures. Laser L L.C.
may aiso provide ASC with general administrative services such as billing and
collection, and public relations/advertising. There will be no obligation or responsibility
for Laser L.L.C. to be involved with negotiating, obtaining or maintaining any managed
care contracts, préctice networks or other patient referral services. Laser L.L..C. intends
to bill ASC on a per-case basis for the provided equipment, staff and administrative
services. Itis anticipated that the pricing will be on a sliding scale with the cost per
case decreasing as the volume of laser procadures increases.

8. ASC or Laser L.L.C., on behaif of ASC, will bill globaily for all medical
services performed at ASC. The professional collections will be provided to the
operating physicians. The facility collections will be provided to ASC, offset by the
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amount of Laser L.L.C.'s administrativefequipment fee, The actual costs to Laser
L.L.C. for services such as advertising on behalf of ASC wiil be billed as expenses to
ASC.
9, This Petition was noticed by the Board in Volume 26, No. 26, page 3118, of =
the June 26, 2000, Florida Administrative Weekly. ;

CONCLUSIONS OF LAW

1. The Board has jurisdiction of this matter pursuant to Section 120.585, Florida !
Statutes, and Rule 28-105, Florida Administrative Code, and Chapters 458 and 456,
Fliorida Statutes.

2. The Petition filed in this cause is in substantial compliance with the provisions
of Section 120.565, Florida Statutes, and Rule 28-105, Florida Administrative Code.

3. Section 455,654, Florida Statutes (1999), now at 456.053, Florida Statutes

(2000), is known as the Patient Self-Referrai Act of 1992. In general terms, this law
prohibits health care providers from referring patients for the provision of designated
health services and other health care items or services by an entity in which the health
care provider is an investor, unless certain specified provisions of this law are satisfied.
Among other potential sanctions, violations of this law by health care providers subject
to the jurisdiction of this Board can result in disciplinary action by the Board. Section
456.053(5)(g), Florida Statutes.

4, Subsection 456.053(3)(0), Florida Statutes, defines the term “referral” broadly
to include:

1. The forwarding of a patient by a health care provider to

another health care provider or to an entity which provides or
supplies designated health services ar any other health care
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item or service; or

2. The request or establishment of a plan of care by a
health care provider, which includes the provision of
designated health services or other health care iter or
sefvice.

5. Clearly Petitioner's sending of his own patients and the sending of patients by
the other invesior physicians described in the Petition, fall within this broad definition of
the term “referral.” However, subparagraph 456.053(3){0)3., Florida Statutes {2000),
provides several exceptions for specific orders, recommendations, or plans of care
which do not constitute a referral by a health care provider. Of pariicular relevance to
this Petition is the language set forth in subparagraph 456.053(3){0)3.g., Florida
Statutes (2000), which provides an exception for the referral of any patient for services
provided by an ambulatory surgical center.

6. Although the averlapping ownership interests described in this Petition appear
to be somewhat confusing, there is nothing in Florida law that prohibits physicians from
sharing in the ownership of a management company. The facts set forth in the Petition
do not suggest any inappropriate fee-splitting arrangement exists between Laser L.L.C.
and and Petitiorier as the owner of ASC. This Board has previously found
inappropriate a fee-splitting arrangement between a management company responsible
for negotiating, obtaining and maintaining managed care contracts, See, Inre
Bakarania, 20 FALR 395 (1988), but it has aiso found that a managemsnt contract

containing fee-spiitting arrangements that do not include such requirements is

acceptable under Fiorida law. See, In re Rew, Rodgers, DOH-89-0377-DS-MQA (Filed

August 25, 1989). Therefore, the only legal issue to be resolved is the application of



the seif-referral prohibition set forth in section 456.053, Florida Statutes.

7. The exception from the definition of the term “referral” for the forwarding of
any patient or for the establishment of a ptan of care requiring services provided by an
ASC, as set forth in subsection 456.053(3)(0)3.g., Fiorida Statutes {2000), exempts
referrals for services provided by an ASC by a physician who is either an owner of or
maintains an investment interest in an ASC from the prohibition against a physician
referring a patient for heaith care services provided by an entity in which the referring
physician is an investor or has an investment interest. Therefore, the Board finds that
the referral of a patient by Petitioner or by the other physician investors in Laser L.L.C.
to the ASC owned by Petitioner would not create a prohibited self-referral under section
456,053, Florida Statutes {2000).

8. This Final Order responds only to the specific facts set forth and specific
guestions set forih by Petitioners in the Petition for Declaratory Stalement. The
conclusions of the Board are with regard to the specific statutory provisions addressed
and should not be interpreted as commenting on whether the proposed facts may or
may not violate other provisions of Chapters 456 or 458, Florida Statutes, or other
related obligations placed on physicians in Florida.

WHEREFORE, the Board hereby finds that under the specific facts of the
Petilion, as set forth above, the contractuai arrangement contemplated by Petitioner is

not prohibited by Section 456.053, Fiorida Statutes (2000).
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DONE AND ORDERED this 2'5“" day of @J‘JJILMW, 2000,

Sprdtdfloms

{12 GEORGES A EL-BAHR!
CHAIRMAN

NOTICE OF RIGHT TO JUDICIAL REVIEW

A PARTY WHO IS ADVERSELY AFFECTED BY THIS FINAL ORDER 1S
ENTITLED TO JUDICIAL REVIEW PURSUANT TO SECTION 120.68, FLORIDA
STATUTES. PROCEEDINGS ARE GOVERNED BY THE FLORIDA RULES OF
APPELLATE PROCEDURE. SUCH PROCEEDINGS ARE COMMENCED BY FILING
ONE COPY OF A NOTICE OF APPEAL WITH THE AGENCY CLERK OF THE
AGENCY FOR HEALTH CARE ADMINISTRATION AND A SECOND COPY,
ACCOMPANIED BY FILING FEES PRESCRIBED BY LAW, WITH THE DISTRICT
COURT OF APPEAL, FIRST DISTRICT, OR WITH THE DISTRICT COURT OF
APPEAL IN THE APPELLATE DISTRICT WHERE THE PARTY RESIDES. THE
NOTICE OF APPEAL MUST BE FILED WITHIN THIRTY (30) DAYS OF RENDITION
OF THE ORDER TO BE REVIEWED.

CERTIFICATE OF SERVICE

| HEREBY CERTIFY that a true and correct copy of the foregoing Final Order
.has been provided by U.S. Mail to David W. Shoemaker, M.D., ¢/o Allen R. Grossman,
Esquire, Gray, Harris & Robinsan, P.A., Suite 250, 225 South Adams Street,
Tallahassee, Florica 32301, an_d to M. Catherine Lannon, Assistant Attorney General,
PL-01, The Capitol, Tallahassee, Florida 32399-1050, on or before 5:00 p.m., this

day of ' . 2000.
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AMENDED CERTIFICATE OF SERVICE

I HEREBY CERTIFY that a true and correct copy of the foregoing Order has been provided
by certified mail to David W. Shoemaker, M.D., Center for Sight, 1360 E Venice Ave,
Venice, FL. 34292, Allen Grossman, Esquire, Gray, Harris & Robinson, PA, 225 § Adams
St, Ste 250, Tallahassee, FL. 32301, and interoffice delivery to M. Catherine Lannon,
Assistant Attorney General, PL-01, The Capitol, Tallahassee, FL. 32399-1050 at or before

5:00 p.m., this day of , 2000.




. l'l t F Arent Fox K.intnci-Plo!kin & Kaha, PLLC
s is ren OX [\ . 1050 Slonnedv.cu! Auenue, NV

washington, DC 20036-5329
% ATTORNEYS AT LAW IEDICINE BOARD zom'ﬁfm

Fax 202/857-6395

; : 050 HAY 25 PH 310 wv_uw.arenrfachamJ

I
Darren T. Binder
262775-5751
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Attorneys for the Petitioner
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, PETITION FOR DECLARATORY ) DEP, AREMQ\?’%;:D
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FLORIDA BOARD OF MEDICINE ) CLERG
)
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| i
: Florida Department of Health = w
Agency Clerk's Office YW e h ;“ I
4052 Bald Cypress Way " : -~
Bin #A02 yaisl RO
Tallahassee, FL 32399-1703 i e

Dear Sir or Madam: D e

i Pursuant to Fla. Stat, ch. 120.565 and Rule 28-1085, Florida Administrative Code, David W,

! Shoemaker, M.D. ("Petitioner™), of 1360 East Venice Avenue, Venice, Florida 34292 (Tel:

‘ 941/488-2020, Fax: 541/484-2200) requests a declaratory statement to confirm that the proposed
arrangement described in detail below would not constitute prohibited activity under Fla. Sat. ch.
455,654 (the "Paticnt Self-Referral Act of 1992").¥

Patient Sel-Referral Act of 1992

Section 455.654(5)(b) of Florida Statutes prohibits a health care provider from referring a patient
for the provision of any non-designated item or service to an entity in which the health care
provider is an investor. However, according to Section 455.654(3)(0)}(3Xg), an order,
recommendation, or plan of care "by a health care provider for services provided by an ambulatory
. surgical center” shall not constitute a referral by a health care provider.

¥ Section 455.554(5)(bX4) states that "each board | . . shall encourage the use by licensees of the declaratery
statement procedure ta determine the applicability of this section or any' ruie adopted pursuant to this section as it
applies solely to the licenses.”

WASHINGTON, DC NEW YORK RIYADH BUCHAREST

1R 7 0 S s
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According 1o Section 455.654(5)(b)(2), there is also a.n exception for investment in!ercs;ts_ that
meet the following requirements:

(i)  Nomore than 50 percent of the value of the investment interests are held by
investors who are in a position to make referrals to the entity;

(i)  The terms under which an investment interest is offered to an investor who isin a
position to make referrals-to the entity are no different from the terms offered 10
investors who are not in a position to make referrals;

(iii) _The terms under which an investment interest is offered t0 an investor who isina
position to make referrals to the entity are not related to the previous or expected
volume of referrals from that investor to the entity; a

(iv)  There is no requirement that an investor make referrals or be in a position to make
referrals 1o the entity as a condition for becoming or remaining an investor;

(v)  The entity does not loan funds to or guarantes a loan for an investor who isina
position to make referrals 1o the entity if the investor uses any pari of such loan to
obtain the investment interest; and

.(vi}  The amount distributed to an investor representing a return on the investment
interest is directly proportionaf to the amount of the capital investment, including
the fair market value of any preoperational services rendcred, invested in the entity
by that investor.

Proposed Arrangement

Petiticner is a board-certified ophthatmologist who wishes to facilitatc the establishment of a new
corporate entity, likely a limited liability company ("Laser Company"), to provide refmactive laser
equipment and services to an ambulalory surgical center. Laser Company will be owned 40% by a
group of physician investors (including Petitioner), and 60% by Laser & Surgical Services at
Ceanter for Sight, LLC ("ASC LLC"), a limited hiahility company that owns and operates an
ambulatory surgical center ("ASC"). ASC LLC is composed of two members; (i} the Petitioner,
individually, as a 1% owner; and (ii) Shoemaker Il Family Limited Partnership, consisting of
parnners that are trusts created by Petitioner and/or his wife and a corporate entity in which
Petitioner and his wife are sole shareholders, as a 99% owner. The physician investors may, at
times, refer patients to one another for eye care services, including laser procedures performed at

the ASC.

.
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Laser Company will lease staff from the Practice and will assure the lease for an excimer laser
currently held by one of Petitioner's medical practices (“Practice”). Both transactions between
Practice and Laser Company will be siructured to be consistent with fair market value.

Laser Company will make available to the ASC equipment, supplies, and staffing services
necessary for the performance of laser procedures. Laser Company may also provide certain
administrative services to the ASC, including billing and collection, marketing, and other related
! services. Laser Company intends to bill-the ASC on a per-case basis for the eqiiipment, supplies, ..
- staff, and administrative services. [t is anticipated that the pricing will be on a sliding scale with
the cost per case decreasing as the volume of laser procedures increases.

; ASC will likely collect payments for professional and facility services and forward the

’ professional collections to the surgeons who perform procedures at its facility. In the event that
the ASC decides to hire Laser Company to provide the billing and collection services, Laser
Company will then forward the facility component to the ASC offset by lhr: amount of Laser
Company’s management/equipment fee.

Analysis

We betieve that the Patient Self-Referral Act will nol be imptlicated by the propesed arrangement
because Section 455.654(3)(¢)(3)(g) states that an order, recommendation, or plan of care "by a
health care provider for services provided by an ambulatory surgical center” shall not constitute a
referral by a health care provider. Under the proposed scenario, the optometrist and physician
investors will be referring patients to the ASC for which Laser Company will be providing staf,
equipment, and administrative services. Laser Company will not be an independent provider of
services, but simply a contractor of services to the ASC.

Even if one were to take the view that the proposed arrangement will cause a separate referral to
Laser Company, the armangement wiil still be structured in a manner consistent with the investment
exceplion described above. The terms under which the investment interest will be offered will not
relate to whether such investors are in 2 position to make referrals or the previous or expected
volume of referrals of such investors. There will be no requirement to make referrals as a

. condition for becoming or remaining an investor, and the entity will not loan or guarantee funds to
potential investors. The retum on investment will be directly proportional to the amounts invested
by each investor. Further, only 40% of the intcrests will be held divectly by investors who are in a
position to make referrals to the ASC. We recognize, however, that with respect 10 Petitioner's
interests in ASC LLC, he may be in a position to indirectly refer to the ASC.

» |
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While we believe that the Patient Self-Referral Act will not be implicated by the proposed
arrangement, Petitioner seeks a declaratory statement confirming this position. The parties look
forward 1o the possibility of forming this new entity as soon as possible and would appreciate your
guidance on this proposed arrangement. Please contact us with any comments or questions.

Sincerely,

%TM . - —

Darren T. Binder

cc: David W. Shoemaker, M.D.
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463.016(2), or 5. 466.028(2). Any hospital licensed under chapter 395 found in violation of this section
shall be subject to the rules adopicd by the Agency for Health Care Administration pursuant to s.
395.0185(2). . .
(h} Any hospital licensed under chapter 395 that discriminaics sgainst or otherwise penalizes 2 health
care provider for compliance with this act.
(i} The provision of paragraph (&) shall not apply 10 referrals Lo the ofTices of radiation therapy centers

" managed by an entity or subsidiary or peneral parmer thereof, which performed radiation therapy services

at those same offices prior to April 1, 1991, and shall not apply also 1o referrals for radiation therapy to be
performed at no more than one additional office of any entity qualifying for the foregoing exception which,
prior to February 1, 1992, had a binding purchase contract on and a nonrefundable deposil paid for 2 lincar
accelerator to be used at the additional office. The physical site of the radiation treamment centers affected
by this provision may be relocated as a result of the following factors: acts of God, Fire; sgriks; accident;
war, eminent domain actions by any governmental body; or refusal by the lessor 10 renew & lease. A
relocation for the foregoing reasons is limited to relocation of an existing facility 16 a replacernent location
within the county of the existing facility upen written notification to the Office of Licensure and
Certification.

() A health care provider who meets the requirements of paragraphs (b) and (i} must disclose his or
her investment inierest to his or her patients as provided in s, 455.701.

History.—s. 7, ch. 92-178; 5. 89, ch. 34-218; 5. 60, ch. 95-144; 5_ 35, ch. 95-145; &. &, ch. 96-296; 5. 1083,
eh. $7-103; 5. 78, ch. 97-251; 5. 70, ch. $7-264; 5, 283, ch. 98-166; 5. §2, ch. $8-171.

Note.—Former s, 455.236, '

R ——



455,654 Financial arrangentents between referring health care providers and providers of
kealth care services,— .
(1) SHORT TITLE.—This section may be cited as the "Patient Self-Referral Actof 1992.7
" {2) LEGISLATIVE INTENT.~t is recognized by the Legistature that the referral of a patient by a

health care provider to a provider of health care services in which the referring health care provider has an

investment interest represents a potential contlict of interest. The Legisiature finds these referral practices

may limit or eliminate competitive alternatives in the health care services market, may result in over

utilization of heahh care services, may increase costs 10 the health care system, and may adversely affeet

the quality of health care, The Legislanie also recognizes, however, that it may be appropriate for

: providers to own entities providing health care services, and to refer patients & such entities, as long as

certain safeguards are present in the armangement. It is the intent of the Legislature to provide guidance o
health care providers regarding prohibited patient referrals between healih care providers and entities

: providing health care services and to protect the people of Florida from unnecessary and costly heaith care

| : expenditures.

{3) DEFINITIONS.—For the purpose of this section, the word, phrase, or term:

i {a} "Board™ means any of the following boards relating to the respective professions: the Board of

5 Medicine as created in 5. 458.307; the Board of Osteopathic Medicine as created in s. 459.004; the Board of

| Chiropractic Medicine as created in 5. 460.404; the Board of Podiatric Medicine as created ins. 461.004;
the Board of Optometry as created in 5. 463.003; the Board of Pharmacy as created in 5. 465.004; and the
Board of Dentistry as created in 5. 466.804,

(b} "Comprehensive rehabilitation services™ means services that are provided by health care
professionals Jicensed under part | or part 11 of chapter 468 or chapter 486 to provide speech, occupational,
or physical therapy services on an outpatient or ambulatory basis,

() "Designated health services” means, for purposes of this section, clinical laboratory services,
physical therapy servicas, comprehensive rehabilttative services, diagnostic-imaging services, and radiation
therapy services. .

{d) “Diagnostic imaging s¢rvices” means magnetic resonance imaging, nuclear medicine, angiography,
arteriography, computed tomography, positron emission tomography, digital vascular imaging,
bronchography, tymphargiography, spleaography, ulrasound, EEG, EKG, nerve conduction studics, and
avoked potentials,

(&) “Direct supervision™ means supervision by a physician who is present in the office suite and
immediatety available to provide assistance and direction throughout the time services are being performed.

{f) "Entity" means any individual, partnership, firm, corporation, or other business entity. ’

() "Fair market value™ means value in arms lengih transactions, consistent with the general market
value, and, with respect to rentals or leases, the value of rental property for general commercial parpases,
not taking into account its intended use, and, in the case of a Jease of space, not adjusted to reficct the
additional value the prospective lessee or lessor would attribute to the proximity or convenience to the
lessor where the lessor is a potemial source of patient referrals to the lessee,

! (h) “Group practice” means a group of two or more health care providers tegaily organized as a
parinership, professional corperation, or similar association:
i. In which each health care provider who is a member of the group provides substantiafly the full
range of services which the heaith care provider routingly provides, including medical care, consultation,
" diagnosis, or treatment, through the joint use of shared office space, facilities, equipment, and personne;
2, Far which substantially all of the services of the health care providers who are members of the
group are provided through the group and are billed in the name of the group and amounts so received are
treated as recsipis of the group; and
3. In which the overhead expenses of and the income from the practice are distributed in accordance
with methods previously determined by rmembers of the grougp.
{i) "Health care provider™ means any physician licensed under chapter 458, chapter 459, chapter 460,
or chapter 461, or any health care provider licensed under chapter 463 or chapier 456.
() “lmmediaie family member” means a health care provider's spouse, child, child's spouse,
grandchild, grandchild's spouse, parent, parent-in-law, or sibling.

- (%) "Investment interest” means an equity or debt security issued by an entity, including, without
limitation, shares of stock in a corporation, units or other interests in a partnership, bonds, debentures,
notes, or other equity interssts or debt instruments. The following investment intersats shall be excepted
from this definition:

[ p—
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1. An investment interest in an entity that is the sole provider of designated heakh services in a rura)
area; .

2. An invesmment inlerest in noes, bonds, debentures, or other debt instruments issued by an ntity
which provides designated healit services, as an integral part of & ptan by such entiry 1o acquire such
invesior's cquity investment interest in the entity, provided that the ntercut rate is consisient with fair
marke} value, and that the maturity date of the notes, bonds, debentures, or other debt instruments issued by
the entity to the investor is not jater than October 1, 1996.

3. An investment interest in real property resuiting in a landlord-tenant reia:ionship between the health
care provider and the entiry in which the equity inlerest is held, unless Uiz rent is determined, in whole or in
part, by the business volume or profitability of the tenant or exceeds fair market value; or

4. An invesiment inerest in an entity which owns or leases and operates a hospital ficensed under
chapter 393 or a nursing home facility ifeensed under chapier 400,

{1 “Investor" means a person or entity owning a legal or beneficial ownership or lavestment interest,
directly or indirectly, including, without limitation, through an immediate family member, trust, or another
entity related to the investor within the meaning of 42 C.F.R. 5. 413.17, in an eniity.

{m} "Outside referral for diagnostic imaging services” mcans a referral of 2 patient to a group practice
or sole provider for diagnostic imaging services by a physician who i3 not a member of the group practice
or of the sole provider's practice and who does not have an investment interest in the group practice or sole
provider's practice, for which the group practice or sol¢ provider billed for both the technical and the
professional fee for the patient, and the paticm did not become  patient of the group practice or sole
provider’s practice.

{n) “Parient of a group practice” or “paticnt of a sole provider” means r patient who receives a*
physical examination, evaluation, diagnosis, and development of 2 treatmnent plan if medically necessary by
a physician who is a member of the group practice or the sofe provider’s practics,

{o) "Referral” means any referral of a patient by o health care provider for health care services,
including, without limitation:

1. The forwarding of a patient by 2 health care provider to another health care provider or to an entity
which provides or supplies designated health services or any other health care item or service; or

2. The request or establishment of-a plan of care by 2 healh care provider, which incluges the
provision of designated health services or cther health care item or service.

3. The following orders, recommendations, or plans of care shall nol constitute a referral by a health
care provider:

a. By 2 radiologist for diagnostic-imaging services.

b. By a physician specializing in the provision of rediation therapy services for such services.

c. By a medical oncologist for drugs and solutions to be prepared and administered intravenousky to
such ancologist's patient, as well as for the supplies and equipment used in connection therewith to treat
such patient for cancer and the complicalions thereof.

d, By a cardiologist for cardiac catheterization services.

¢. By a pathologist for diagnostic clinical laboratory tests and pathologicat examination services, if

furnished by or under the supervision of such pathologist pursuant to a consultation requested by another

physician.

f. By a health care provider who is the sole provider or member of a group practite for designated
health services or other health care iterns of services that are prescribed or provided solely for such
referring health care provider's or group practice’s own patienss, and thar are providad or performed by or
under the direct supervision of such referring health care provider or group practice; provided, however,
that efTective July 1, 1999, a physician licensed pursuant 10 chapier 438, chapter 459, chapter 460, or
chapter 461 may refer a patient 10 a sole provider or group przetice for diagnostic imaging services,
excluding radiation therapy services, for which the sole provider or group practice billed both the 1echnicai
and the professional fec for or on behalf of the patient, if the refesring physicign has no investment interest
in the practice, The diagnostic imaging servics referred 10 a group practice or sol pravider must be a
diagnestic imaging service normally provided witkin the scope of practice to the paticnts of the group
praclice oy sojc provider, The group pructice or sole provider may accept no more that 13 percent of their
patiznts receiving diagnostic imaging services from outside referrals, excluding radiation therapy services.

g. By a health care provider for services provided by an ambulatary surgical cent:r l.mcnsed undes
chaptcr 39s.




h. By a health care pravider for diagnostic clinical laboratory services where such services are directly
relaied 1o renal dialysis. .

i. By a urologist for lithotripsy services.

J. By adentist for dental services performed by an employee of or health care provider who is an
independent contractor with the dentist or group practice of which the dentist is a member.

k. By a physician for infusion therapy services 10 a patient of tha: physician or a member of that
physician’s group practice.

1. By a nephrologist for renal dialysis services and supplies.

{p) “Present in the office suite” means that the physiciap is actuatly physically present; provided,
however, that the health care provider is considered physically present during briel unexpected absences as
well as during routine absences of s short duration if the absences occur during time-periods in which the
health care provider is otherwise scheduled and ordinarily expected (o be present and the absences do not
conflict with any other requirement in the Medicare program for 3 particelar jevel of health care provider
supervision,

(g) "Rural area” means a county with a population density of no greater than IDO PErsons per square
mile, as defined by the United States Census.

(r} “Sole provider” means one health cars provider licensed under chapter 458, chapier 459, chapter
460, or chapter 46}, wha maintains a separate medical office and a medical practice separate from any
- other health care provider and whe bills for his or her services separately foom the services provided by any
other health care provider, A sole provider shall not share overhead expenses or professional i mcornc with
any other person or group practice.

(4) REQUIREMENTS FOR ACCEPTING OUTSIDE REFERRALS FOR DIAGMNOSTIC
IMAGING.—

(a) A group practice or sole provider accepting outside referrals for diagnostic imaging scrvices is
required to comply with the following conditions:

1. Diagnostic imaging services must be provided exclusively by a group practice physician orby a
full-time or part-time employce of the group practice or of the sole provider’s practice.

2. All eguity in the group practice or sale provider’s practice accepting cutside referrals for diagnostic
imaging must be held by the physicians comprising the group practice or the sole provider's practice, each
of which must provide a1 least 75 percent of his professional services to the group. Alematively, the group
must be incorporated under chapter 617, Florida Statutes, and must be exempt under the provisions of the -
Internal Revenue Code 501 (c) (3) and be part of 2 foundation in existence prior 1o January 1, {999 that is
created for the purpose of patient care, medical education, and research.

3. A group practice or sole provider may not enter into, extend or rencw any conmact with a practice
* management company that provides any financial incentlives, directly oy indirectly, based on an Increase in
outside referrals for diagnostic imaging services from any group or sele provider managed by the same
practice management comparny.

4. The group practice or sole provider accepting outside referrals for diagnostic imaging services must
bill for both the professional and technical component of the service on behalf of the patient and no portion
of the payment, or any type of consideration, either directly or indirectly, may be shared with the referring
physician.

5. Group prcticés or scle providers that have a Medicald provider agreement with the Agency for
Heaith Care Administration must fumish diagnostic imaging services to their Medicaid patiepis and may
not refer a Medicaid recipient 1o & hospital for outpatient diagnostic imaging services unless the physician
furnishes the hospital with documentation demonstrating the medical necessity for such 2 refenal, If
necessary, the Agency for Health Care Administration may apply for a federal waiver o implement this
subparagraph.

6. Altgroup prachces and sole providers accepting outside referrals for diagnestic imaging shall report
annually to the Agency for Health Care Administration providing the number of outside referrals accepted
for diagrostic imaging services and the total number of ali patients receiving diagnostic imaging services,

{b) if a group practice or Sote provider accepts an outside referral for diagnestic imaging services in
violation of this subsection or if a group practice or sole pravider accepts autside referrals for diagnostic
imaging services in excess of the percentage timitation established in subparagraph (a)2. of this subsection,
the group practice or the sole provider shall be subject to the penalties in subsection (5).

(¢} Each managing physician member of a group practice and cach sole provider who accepts outside
referrals for diagnostic imaging services shall submit an annual artestation signed under oath to the Agency
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for Health Care Administration which shatl include the annual report tequired under s. 455.654 (4) (a) 6.

. and which shalt further confirm that each group practice or sole provider is in complianze with the
percentage limitations for accepting outside referrals and the requirements for accepting outside referrals
listed in 5. 455.654 {4} (a). The agency may verify the report submitied by group practices and sole
providers.

(5) PROHIBITED REFERRALS AND CLAIMS FOR PAYMENT.—Excepi as provided in this
section:
(a) A health care provider may not refer a patient for the provision of designated. hcalth services to an

‘ entity in which the health care provider is an investor or has an investment interest.

i (b) A health care provider may not refer a patient for the provision of any other health care item or

service 10 an entity in which the health care provider is an investor unless:

1. The provider's investment interzst is in regisiered securities purchased on & national exchange or

_ over-the-counter market and issued by & publicly held corporation:

a. Whose shares are traded on a pational exchange or on the over-the-counter market; and

! b. Whose tota) assets at the end of the corporation’s most recent fiscal quarter exceaded 50 million; or

2. With respect to an entity other than a publicly held corporation described in subparagraph 1., and 2
referring provider's investment interest in such entity, each of the following requirements are mef;

a. No more than 50 percent of the value of the Invesmmenst inierests are held by investiors who arein s
position to make refcrrals to the entity.

b. The terms under which an investment interest is offered to an investor who is in a position to make
referrais to the entity are no different from the 1enns offered 15 investors who are not in a position 10 make
such refervals.

¢. The terms under which an investment interest is offered 10 an investor who is in a position 1o makc
referrals to the entity are not refated to the previous or expected volume of referrals from that investor to
the entity.

d. There is o requirement that an investor muke refervals or be in a position 1o make referrais to the
entity as 2 condition for becoming or remaining an investor.

3. With respect 16 ¢ither such centity or publicly held corporation:

a. The entity or corporation does not loan funds to or guarantze a loan for an investor who isina
position 1o make referrals to the entity or corporation if the investor uses any part of such loan (0 obtain the
investment interest.

b. The amount distributed 1o an investor representing a return on the investment interest is directiy
proportional to the amount of the capital investment, including the fair market value of eny preoperational
services rendersd, invested in the entily or corporation by that investar,

] 4, Each board and, in the case of hospitals, the Agency for Health Care Administration, shall

i encourage the use by ficensees of the declaratory statement progedure to determine the applicability of this

J section or any rule adopted pursuant 10 this section as it applies solely 1o the licensee. Boards shall submit

' . 1o ihe Agency for Health Care Administration the name of any entity in which a provider investment

imerest has been approved pursiant 1o this section, and the Agency for Health Care Adminisiration shall

adopt nules providing for periodic quality assurance and utilization review of such entities.

(¢} No claim for payment may be presenied by an entity to any individual, third-party payer, or other
entity for a service furnished pursyant to a refermi prohibited under this section,

(d) If an entity collects any amount that was biiled in violation of this section, the catity shal) refund
such amount on a limely basis 10 the payor or individual, whichever is applicable.

(¢} Any pérson that presents or causes to be presented a bill or a claim for service that such person
knows or should know s for s service for which payment may not be made under pargraph (c), or for
which a refund has not been made under paragraph (d), shall be subject to a civil penalty of not more than
$15,000 for each such service to be imposed and collected by the appropriate board,

{fy Any health care provider or other enlity that enters ivle an arrangement or scheme, such as a
cross-referral armangement, which the physician or entity knows or should know has a principal purpose of
assuring referrals by the physician 10 a particular entity which, if the physician directly made referrals 1o
such entity, would be in violation of this section, shall be subject 1o a civil penalty of not mere than
$100,000 for each such circumvention arrangement or scheme to be imposed and coflected by the
appropriate board.

{8) A violation of this section by a heaith care provider shaii constituie grounds for disciplinary action
1o be 1aken by the applicable beard pursuant to £, 458.331(2), 5. 459.015(2), 5. 460.413(2), 5. 461.013(2), 5.
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463.016(2), or 5. 466.028(2). Any hospita] licensed under chapter 395 found in violation of this section
shall be subject to the rules adopted by the Agency for Health Case Administration pursuant to s.
395.0135(2).
{h) Any hospital licensed under chapter 395 that discriminates Bgainss or othcnwsc penalizes o heallh
care provider for compliance with this acl.
(i} The provision of paragraph {a} shall not apply to referrals to the offices of rediation therapy centers
{ " managed by an entity or subsidiary or general partner thereof, which performed radiation therapy scrvices
at those same affices prior to April I, 1991, and shall not apply also to referrals for radiation therapy io be
; performed at ng more than one addisional office of any entity qualifying for the foregeing exception which,
: prior 1o February 1, 1992, had a binding purchase contract on and a nenrefundable deposit paid for a linear
accelerator to be used at the additional office. The physical site of the radiation geatment centers affected
by this provision may be relocated as a result of the following factors: acts of God,; fire; strike; accident:
war; eminent domain actions by any povernmental body; or refusal by the lessor to renew a lease, A
relocation for the foregoing reasons is limited 1o relocation of an existing facility to a replacement location
within the county of the existing facility vpon wrinien notification to the Offics of Litensure and
Certification.
{1} A heaith care provider who meets the requitements of paragraphs (b) and (i) must disclose his or
her investment inlerest to his or her patients as provided in s. 455,701,
History.~—s. 7, ch. 92-178; s. 89, ch. 54-218; 5. 60, ch. 95-144; s. 35, ch. 95-146; s. 8, ch. 96-296; s, 1083,
ch, 97-103; s. 78, ch. 97-261; 5. 70, ch. §7-284; 5. 263 ch. 98-146; £. 62, ch. 98-171.
Note.—Former s. 455.236.
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