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FI NAL ORDER

Pursuant to notice, the Division of Admnistrative
Hearings, by its designated Adm nistrative Law Judge,
El eanor M Hunter, held a final hearing in the above-styled case

on Septenber 10 through 14, 2001, in Tall ahassee, Florida.
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STATEMENT OF THE | SSUES

1. \Wether proposed rule anendnents to Rule 59C
1.033(7)(c) and (7)(d), Florida Adm nistrative Code, published
in the Notice of Change on June 15, 2001, constitute an invalid
exerci se of delegated |egislative authority.

2. \Wether the proposed rule is invalid due to the absence
of a provision specifying when the anendnents will apply to the
review of certificate of need applications to establish open

heart surgery prograns.



PRELI M NARY STATEMENT

On June 29, 2001, Boca Raton Conmunity Hospital, Inc.
("Boca Raton"), filed a Petition for Adm nistrative
Determ nation of Invalidity of Proposed Rul es pursuant to
Sections 120.54, 120.56, 120.569, 120.57, and 120.595, Florida
Statutes, challenging the validity of proposed anmendnents to the
rul e governing open heart surgery prograns in Florida, Rule
59C 1.033, Florida Adm nistrative Code. The case was assi gnhed
Division of Adm nistrative Hearings (DOAH) Case No. 01- 2526RP
On July 3, 2001, Punta Gorda HWVA, Inc. ("Punta Gorda HVA"),
filed a Petition for Admnistrative Determnation of Invalidity
of Proposed Rul e Arendnents pursuant to Sections 120. 56,
120. 569, 120.57, and 120.595, Florida Statutes, also chall enging
the validity of proposed rule anendnents to Rule 59C 1. 033,
Florida Adm nistrative Code. The case was assi gned DOAH Case
No. 01-2620RP. On July 5, 2001, Bethesda Heal thcare System
Inc. ("Bethesda"), filed a Petition for Adm nistrative
Determ nation of Invalidity of Proposed Rul e Anendnents pursuant
to Sections 120.54, 120.56, 120.569, and 120.57, Florida
Statutes, challenging the validity of proposed Rule 59C-
1.033(7), Florida Adm nistrative Code. The case was assi gned
DOAH Case No. 01- 2665RP. Having responsibility for the rule and

proposed anmendnents, the Agency for Health Care



Adm ni stration ("AHCA" or "Agency") was naned Respondent in each
case.

On July 10, 2001, Tenet Heal thsystem Hospitals, Inc., d/b/a
Del ray Medical Center ("Delray") filed a Petition to Intervene.
On July 11, 2001, Indian River Menorial Hospital, Inc., d/b/a
I ndi an River Menorial Hospital ("IRVH') and Florida Health
Sci ences Center, Inc., d/b/a Tanpa General Hospital ("Tanpa
Ceneral") filed petitions to intervene. On July 12, 2001,
Martin Menorial Medical Center, Inc. ("Martin Menorial") filed a
Petition to Intervene. By Orders dated July 20, 2001, the cases
were consolidated and interventions granted.

On August 3, 2001, Col unbia/JFK Medical Center Limted
Partnership, d/b/a JFK Medical Center ("JFK'), and Lawnwood
Medi cal Center, Inc., d/b/a Lawnwood Regi onal Medical Center
("Lawnwood"), filed petitions to intervene. These were granted
by Order entered on August 27, 2001.

On behalf of the Florida Society Thoracic and
Car di ovascul ar Surgeons, Inc. ("FSTCS' or "the Society"), a
petition to intervene was filed on August 17, 2001. It was
granted on Septenber 5, 2001.

On August 20, 2001, HVA filed a Notice of Voluntary
Dismssal of its Petition, and an Order Closing File in DOAH
Case No. 01-2620RP was entered on August 27, 2001. On

Septenber 7, 2001, Boca Raton filed a Notice of Voluntary



Dism ssal of its Petition in DOAH Case No. 01-2526RP. Based on
the Notice of Voluntary Dismssal, filed on behalf of Boca Raton
Community Hospital, Inc., on Septenber 7, 2001, the file in the
DOAH Case No. 01-2526 RP, is closed.

This case proceeded to final hearing on Bethesda's
chal l enge to the proposed rul e anmendnents in DOAH Case No.
01-2665RP. The hearing was held from Septenber 10 through 14,
2001, Tall ahassee, Fl orida.

At the final hearing, Bethesda presented the testinony of
Peggy MIler Cella, an expert in health care pl anning;

John Davis; Elizabeth Dudek; and Jeffrey N. Gregg. Bethesda's
Exhi bits nunbered 1-30 were received into evidence.

AHCA presented the testi nony of John Davis, the Agency's
Heal th Services and Facilities Consultant; Elizabeth Dudek, an
expert in health planning and AHCA Assi stant Deputy Secretary;
and Jeffrey N. Gegg, an expert in health care planning and AHCA
Bureau Chief. AHCA' s Exhibit nunbered 1 was proffered, while
AHCA Exhi bits nunbered 2, 3, 10-19, 22, 24, 33, 35, and 38 were
recei ved into evidence.

Delray presented the testinony of Sharon Gordon-Grvin, an
expert in health care planning. Delray's Exhibits nunbered 1
and Conposite 2 were received into evidence.

| RVH presented the testinony of Janes Talano, MD., a

medi cal expert in cardiovascul ar di sease and its treatnent,



i nvasi ve and non-invasive, and in cardiac i maging for open heart
surgery; and Ronald Luke, J.D., Ph.D., an expert in health care
pl anning. | RWH s Exhibits nunbered 1, Conposite 2 (excl uding
page 16) and 3 were received into evidence.

Martin Menorial presented the testinony of Jay Cushman, an
expert in health care planning. Mrtin Menorial's Exhibits
1-11, 13, and 14 were received into evidence, while Martin
Menorial's Exhibit 12 was proffered.

The FSTCS presented its exhibits nunbered 1-5 which were
received into evidence.

The transcript of the final hearing was filed on
Sept enber 28, 2001, followed by the parties' proposed final
orders on Cctober 12, 2001.

FI NDI NGS OF FACT

1. The Agency is responsible for adm nistering the Health
Facility and Services Devel opnent Act, Sections 408.031-408. 045,
Florida Statutes. The goals of the Act are contai nnent of
health care costs, inmprovenent of access to health care, and
i nprovenent in the quality of health care delivered in Florida.

2. AHCA initiated the rul emaki ng process by proposing
amendnents to existing Rule 59G 1.033, Florida Adm nistrative
Code, the rule for determning the need for adult open heart

surgery (OHS)! services, which currently provides, in part, that:



(7) Adult Open Heart Surgery Program Need
Det er m nati on.

(a) a new adult open heart surgery program
shall not normally be approved in the
district if any of the follow ng conditions
exi st:

1. There is an approved adult open heart
surgery programin the district.

2. One or nore of the operational adult
open heart surgery prograns in the district
that were operational for at |east 12 nonths
as of 3 nonths prior to the begi nning date
of the quarter of the publication of the

fi xed need pool perforned | ess than 350
adul t open heart surgery operations during
the 12 nonths ending 3 nonths prior to the
begi nning date of the quarter of the
publication of the fixed need pool; or

3. One or nore of the adult open heart
surgery prograns in the district that were
operational for less than 12 nonths during
the 12 nonths ending 3 nonths prior to the
begi nning date of the quarter of the
publication of the fixed need pool perforned
| ess than an average of 29 adult open heart
surgery operations per nonth.

(b) Provided that the provisions of
paragraphs (7)(a) and (7)(c) do not apply,
t he agency shall determ ne the net need for
one additional adult open heart surgery
programin the district based on the

foll owi ng fornula:

NN =((Uc x Px)/350)) -- OP>=0.5
Vher e:

1. NN = The need for one additional adult
open heart surgery programin the district
projected for the applicable planning

hori zon. The additional adult open heart



surgery program nmay be approved when NN is
0.5 or greater.

2. Uc = Actual use rate, which is the
nunber of adult open heart surgery
operations perfornmed in the district during
the 12 nonths ending 3 nonths prior to the
begi nning date of the quarter of the
publication of the fixed need pool, divided
by the popul ati on age 15 years and over.

For applications submtted between January 1
and June 30, the popul ation estimte used in
calculating Uc shall be for January of the
precedi ng year; for applications submtted
between July 1 and Decenber 31, the

popul ation estimate used in cal culating Uc
shall be for July of the precedi ng year.

The popul ation estimtes shall be the nost
recent popul ation estinates of the Executive
Ofice of the Governor that are available to
the departnment 3 weeks prior to publication
of the fixed need pool.

3. Px = Projected popul ation age 15 and
over in the district for the applicable

pl anni ng horizon. The popul ati on

proj ections shall be the nopst recent
popul ati on projections of the Executive
Ofice of the Governor that are available to
the department 3 weeks prior to publication
of the fixed need pool.

4. OP = the nunber of operational adult
open heart surgery progranms in the district.

(c) Regardless of whether need for a new
adul t open heart surgery programis shown in
par agr aph (b) above, a new adult open heart
surgery programw ||l not nornmally be
approved for a district if the approval
woul d reduce the 12 nonth total at an

exi sting adult open heart surgery programin
the district bel ow 350 open heart surgery
operations. In determ ning whether this
condition applies, the agency will calculate
(U x Px)/(OP+1). If the result is less



than 350 no additional open heart surgery
program shall normally be approved.

3. Based on the issues raised by the Petitioner, Bethesda,
and the factual evidence presented on these issues, AHCA nust
denonstrate that its proposed anendnents to the existing OHS
rule are valid exercises of delegated |egislative authority or,
nore specifically, that it (a) followed the statutory
requi renments for rul e-making, particularly for changing a
proposed rule; (b) considered the statutory issues necessary for
t he devel opnent of uniform need nethodol ogies; (c) acted
reasonably to elimnate potential problens in earlier drafts of
the proposed rule; (d) used appropriate proxy data to project
t he demand for the service proposed; (e) appropriately included
county considerations for a tertiary service with a two-hour
travel tinme standard; and (f) was not required to include a
provi si on advi si ng when CON applications woul d be subject to the
new provi sions.

Rul e chal | enges and rul e devel opnent process

4. The existing rule was challenged by I RVH on June 27,
2000, in DOAH Case No. 00-2692RX. Martin Menorial intervened in
that case, also to challenge the rule. Like IRVH Martin
Menorial was an applicant for a certificate of need (CON), the
state license required to establish certain health care

services, including OHS prograns, in Florida. Both are |ocated
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in AHCA health planning District 9, as is the Petitioner in this
case, Bethesda. AHCA entered into a settlenent agreenent with

| RVH and Martin Menorial on Septenber 11, 2000, which was
presented when the final hearing commenced on Septenber 12,

2000.

5. Prior to the rule challenge settlenent agreenent, staff
at AHCA had been di scussing, over a period of tinme, possible
anmendnents to the OHS rule to expand access and enhance
conpetition. |Issues raised by AHCA staff included the continued
appropri ateness of OHS as a designated tertiary service and the
anti -conpetitive effect of the 350 m ni mum vol ume of OHS cases
requi red of existing providers prior to approval of a new
provider in the sane district. The staff was considering
whet her the rule was too restrictive and outdated given the
advancenents in technology and the quality of OHS prograns.

6. The relationship of volune to outconmes was consi dered
as various studies and CON applications were received and
revi ewed, as was the increasing use of angioplasty also known as
per cut aneous coronary angioplasty, referred to as PTCA or
sinply, angioplasty, as the preferred treatnent for patients
havi ng heart attacks. Angioplasty can only be performed in
hospitals with backup open heart services. During an
angi opl asty procedure, a catheter or tube is inserted to open a

cl ogged artery using a balloon-like device, sonetines with a
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stent left in the artery to keep it open. Discussions of these
i ssues took place at AHCA over a period of years, during the
adm ni strations of the two previous Agency heads, Dougl as Cook
and Reuben Ki ng- Shaw.

7. In August 2000, AHCA published notice of a rule
devel opment wor kshop to consi der possible changes to the OHS
rule. Because it could not get the parties to settle DOAH Case
No. 00-2692RX at the tine, rather than proceed with the workshop
whi | e defending the existing rule, AHCA cancelled the workshop.

8. As a result of the Septenmber 11, 2000, settlenent
agreenent, on Cctober 6, 2000, AHCA published a proposed rule
anmendnment and notice of a workshop, schedul ed for Cctober 24,
2000. That version of a proposed rule would have changed
Subsection (7)(a) of the OHS Rule to all ow approval of
"addi tional prograns” rather than being limted to approval of
one new programat a time in a district.

9. The Cctober proposal would have also elimnated OHS
fromthe list of tertiary health services in Rule 59C-1.002(41).
Tertiary health services are defined, in general, in Subsection
408. 032(17), Florida Statutes, as foll ows:

"Tertiary health service" neans a health
service which, due to its high I evel of
intensity, conplexity, specialized or
[imted applicability, and cost, should be
[imted to, and concentrated in, a limted

nunber of hospitals to ensure the quality,
availability, and cost-effectiveness of such

12



service. Exanples of such services include,
but are not Iimted to, organ

transpl antation, specialty burn units,
neonatal intensive care units, conprehensive
rehabilitation, and nedical or surgica
services which are experinental or

devel opnmental in nature to the extent that

t he provision of such services is not yet
contenplated within the comonly accepted
course of diagnosis or treatnment for the
condition addressed by a given service. The
agency shall establish by rule a list of al
tertiary health services.

10. Wth this statutory authority, AHCA adopted Rule 59C
1.002(41), Florida Adm nistrative Code, to provide a nore
specific and conplete list of tertiary services:

The types of tertiary services to be
regul ated under the Certificate of Need
Programin addition to those listed in
Fl ori da Statutes include:

Heart transpl antati on;

Ki dney transpl antati on;

Li ver transpl antati on;

Bone marrow transpl antati on;

Lung transpl antati on;

Pancreas and islet cells
transpl ant ati on;

Heart/ |l ung transpl antati on;

Adul t open heart surgery;

Neonat al and pedi atric cardi ac and
vascul ar surgery; and

10. Pediatric oncol ogy and hemat ol ogy.

SOk wbE

© N

11. As an additional assurance that tertiary services are
subject to CON regulation, the tertiary category is specifically
listed in the projects subject to review in Subsection 408. 036,

Fl ori da St at ut es.
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12. The Cctober 2000 version included a proposal to
increase the divisor from350 to 500 in the fornula in
Subsection (7)(b), to represent the average size of existing OHS
prograns, but to decrease from 350 to 250, the m ni num nunber
requi red of an existing provider prior to approval of a new
programin Subsection (7)(a)2. The definition of OHS would have
been anended to add an additional diagnostic group, DRG 109, to
del ete DRG 110 and to elimnate the requirenment for the use of
the heart-1lung by-pass nmachine during the surgery. Most
controversial in the Cctober version was a separate county-
speci fic need met hodol ogy for counties which have hospitals but
not OHS prograns, in which residents are projected to have 1,200
annual discharges with a principal diagnosis of ischemc heart
di sease.

13. On Cctober 24, 2000, AHCA held a workshop on the
proposed anendnents. At the workshop, AHCA Consul t ant,

John Davis, outlined the proposed changes. As a practical
matter, eight Florida counties are not eligible to provide CHS
because they have no hospitals. Wwen M. Davis applied the
county-specific need nethodology, as if it were in effect for

t he pl anning horizon of January 2003, six Florida counties
denonstrated a need for OHS: Hernando, Martin, Hi ghlands,

Ckal oosa, Indian R ver, and St. Johns. Two of these, Martin and

Indian River are in AHCA District 9. AHCA has already approved

14



an OHS programfor Martin County, at Martin Menorial. M. Davis
al so presented a sinplified nethodol ogy for reaching the sane
result.

14. In support of the proposed rule, AHCA received data,
al t hough not adjusted by the severity of cases, show ng better
outcones in hospitals performng from 250 to 350 OHS, as
conpared to | arger providers. Although the majority of heart
attack patients are treated with nedications, called
t hronbol ytics, for sone it is inappropriate and | ess effective
t han pronpt, neaning within the so-called "gol den hour,"
interventional therapies. |In these instances, angioplasty is
consi dered the nost effective treatnent in reducing the | oss of
heart nuscle and lowering nortality.

15. Opposing the proposed rule at the Oct ober workshop,
Chri st opher Nul and, on behalf of the FSTCS, testified that OHS
is still a highly conplex procedure, that it requires scarce
resources, equipnment and personnel, and should, therefore, be
available in only a limted nunber of facilities. 1In general,
however, the opponents conpl ai ned nore about process rather than
t he substance of the proposal. Having petitioned on QOctober 13,
2000, for a draw out proceeding instead of the workshop, those
Petitioners noted that AHCA had obligated itself to
predeterm ned rul e anendnents based on the settl enent agreenent,

regardl ess of information devel oped in the workshop. The draw
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out Petitioners were the Florida Hospital Association,
Associ ation of Community Hospitals and Health Systens of
Florida, Inc., Delray, Lakeland Regional Medical Center, Punta
Gorda HVA, Charlotte Regional Medical Center, JFK, HCA Health
Services of Florida, Inc., d/b/a Regional Medical Center Bayonet
Poi nt; Tanpa General and the FSTCS.

16. Wile agreeing that OHS is conplex and costly,
supporters of the proposed rule, particularly the
decl assification of OHS as a tertiary service, noted that many
cardi ol ogists are now trained to do invasive procedures. In
support of fewer restrictions on the expansi on of OHS prograns
in Florida, other w tnesses at the October workshop discussed
delays and difficulties in arranging transfers to OHS providers,
possi bl e conplications from deregul at ed di agnosti c cardi ac
cat heterizations at non-OHS provider hospitals, and hardshi ps of
travel on patients and their famlies, especially ol der ones.

17. On Decenber 22, 2000, AHCA published anot her proposal,
whi ch retai ned nost of the October provisions, continuing the
elimnation of OHS fromthe list of tertiary services, the
addition of DRG 109, the deletion of DRG 110, the elim nation of
the requirenent for the use of a heart-Ilung by-pass nmachi ne, and
the authorization for approval of nore than one additional OHS
programat a time in the sane district. The m ni num nunber of

OHS perfornmed by existing providers prior to approval of a new

16



one continued fromthe Cctober 2000 version, to be decreased
from 350 to 250, and the divisor in the nunerical need fornula
continued to be increased from 350 to 500. As in the Cctober
version, the requirenment that existing providers be able to
mai ntai n an annual vol une of 350 OHS cases after approval of a
new programwas stricken
18. The separate need nethodol ogy for counties w thout an

OHS programwas sinplified, as proposed by M. Davis, and was as
fol | ows:

(c) Regardl ess of whether need for

addi ti onal a—ew adult open heart surgery

programs i s shown in paragraph (b) above,

need for one a—new adult open heart surgery

programis denonstrated for a county that
nmeets the followng criteri a:

1. None of the hospitals in the county has
an exi sting or approved open heart surgery

program

2. Residents of the county are projected to
generate at |east 1200 annual hospit al

di scharges with a principal diagnosis of

i schem ¢ heart disease, as defined by | CD 9-
CM codes 410.0 through 414.9. The projected
nunber of county residents who will be

di scharged with a principal diagnosis of

i schemi c heart disease will be determ ned as
fol |l ows:

PIHD = (Cl HD/ CoCPOP X CoPPOP)

VWher e:

PIHD = the projected 12-nonth total of

di scharges with a principal diagnosis of

i schem ¢ heart disease for residents of the
county age 15 and over;

17



CIHD = the nost recent 12-nonth total of

di scharges with a principal diagnosis of

i schem ¢ heart disease for residents of the
county age 15 and over, as available in the
agency's hospital discharge data base;

CoCPCP = the current estimted popul ation
age 15 and over for the county, included as
a conponent of CPOP in subparagraph 7(b)2;

CoPPOP = the pl anning hori zon esti nat ed
popul ati on age 15 and over for the county,
i ncluded as a conponent of PPOP in

subpar agraph 7(b) 2;

If the result is 1200 or nore, need for one
adult open heart surgery programis
denonstrated for the county witl—not

normelly be approved for a-district it the

(d) County-specific need identified under
paragraph (c) is a need occurring because of
t he special circunstances in that county,
and exists independent of, and in addition
to, any district need identified under the
provi si ons of paragraph (b).

(e) A program approved pursuant to need
identified in paragraph (c) will be included
in the subsequent identification of approved
and operational prograns in the district, as
specified in paragraph (a).

19. On January 17, 2001, a public hearing was held to
consi der the Decenber anendnents. QOpponents conpl ai ned that the

proposals resulted froma private settlenent agreement rather

18



than a public rule devel opnent workshop as required by | aw.

They noted that declassification of OHS as a tertiary service is
contrary to the recommendati ons of AHCA' s CON advi sory study
group and the report of the Florida Comm ssion on Excellence in
Health Care, co-chaired by AHCA Secretary Reuben Ki ng-Shaw,
created by the Florida Legislature as a part of the Patient
Protection Act of 2000. The risk of inadvertently allow ng sone
OHS procedures to becone outpatient services was al so rai sed,
because of the statute that specifically states that tertiary
services are CON regul at ed.

20. The reduction from 350 to 250 in the annual vol une
required at existing prograns prior to approval of new ones was
criticized for potentially increasing costs due to shortages in
qualified staff, including surgical nurses, perfusionists,
recovery and intensive care unit nurses, who are needed to staff
t he prograns.

21. The potential for approval of nore than one program at
a tinme, under normal circunstances, was viewed as an effort to
respond to the needs of two geographically large districts out
of the total of eleven health planning districts in Florida.
That, in itself, one witness argued denonstrated that nore than
one approval at a tinme should be, as it currently is, a not-

normal circunstance.
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22. The conbination of the district-w de and count y-
speci fic need met hodol ogies was criticized as doubl e counting.
The district forrmula which relied on the projected nunber of
OHS, overlapped with the county formula, which used projected
i schem ¢ heart disease discharges, to the extent that the sane
pati ent hospitalization could result in first, the diagnosis,
and then the OHS procedure. Approxinmately, eighteen percent of
di agnosed i schem c heart disease patients in Florida go on to
have OHS. The county-specific nethodol ogy was al so
characterized as inappropriate health planning based on geo-
political boundaries rather than any realistic access barriers.

23. Although 500, the average size of existing prograns
was the proposed divisor in the formula, and 250 was the
t hreshol d nunber existing providers, the proposal included the
del etion of any provision assuring that existing prograns
mai ntai n sone m ni nrum annual vol ume, which is 350 in subsection
7(e) of the current rule. AHCA representatives testified that
the proposal to delete a m nimum adverse inpact was inadvertent.
The conbi ned effect of a district-w de need net hodol ogy, an
i ndependent but overl appi ng county need net hodol ogy, and the
absence of an adverse inpact provision, created concern whether
approval s based on county need determ nations coul d reduce

vol unmes at providers in adjacent counties to unsafe |evels.
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24. Some health planners predicted that, as a consequence
of adopting the Decenber draft, |ike the COctober version, a
nunber of new OHS progranms could be comng into service at one
tinme, seriously draining already scarce resources. One wtness,
citing an article in the Journal of the Anerican Medi cal
Associ ation, testified that higher volunme OHS providers, those
over 500 cases, do have better outcones, and that the
rel ati onship persists for angioplasties, including those
performed on patients having heart attacks.

25. Florida has 63 or 64 OHS prograns. O those, 25 to 30
percent have annual OHS vol unes bel ow 350 surgeries a year. The
demand for OHS is increasing slowy and | eveling off. AHCA was
war ned, at the January public hearing by, anong others,

Eric Peterson, Professor of Cardiol ogy, Duke University Medical
Center (by videotaped presentation); and Brian Humel, MD., a

Cardi ot horacic Surgeon in Fort Myers, President of the Florida

Soci ety of Thoracic and Cardi ovascul ar Surgeons, that

si mul t aneously easing too nmany provisions of the OHS rule was a
risk to the quality of the prograns and the safety of patients.

26. Anpong ot her specific comments nmade at the January
public hearing related to the Decenber proposal were the
fol |l ow ng:

Thi s change woul d aut horize a county-

speci fic methodol ogy to support approving a
programon the theory that that county needs
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better access to open heart surgery program
Yet there is no inquiry under the proposed
provi sion into how accessi bl e adj acent
prograns are or, indeed, how | ow t he vol unes
of adj acent prograns are. Most blatantly,

t he county provision requires double
counting and doubl e need projections. (AHCA
Ex. 7, p. 14, by Elizabeth MArthur).

The proposed rule creates an exenption for
counties that are currently w thout open
heart surgery progranms. One can only

surm se that the purpose of this exenption
is to inprove access, and certainly

i mprovi ng access is an appropriate goal and
it is possible that there are few situations
around the state where access to open heart
surgery is a concern, but the proposed rule
is conpletely inadequate and a thoroughly

i nappropriate way to identify which
situations those are . . . (AHCA Ex. 7, p
26, by Carol Corniey).

Wth the county exenption provision, the
Agency has stunbled on an entirely new

nmet hod for estimating need. |In fact, the
only good thing about this provision is that
it denonstrates that the Agency actually can
| ook at sone alternative ways to estinmate
need, and the use of data about incidence of
i schenmic heart disease nmi ght be one of
those. Certainly it should be explored if
there is ever a valid planning process that
addresses open heart surgery. However, the
proposed rul es cobbl e together the county-
based epidem ol ogy with the district-w de
demand based forrmula, and | believe that
this method is not applicable for evaluating
access to care.

It is not applicable because the provision
only considers the popul ation's rate of

i schem ¢ heart disease and does not even
attenpt to assess the extent to which county
residents with ischem c disease are, in
fact, already receiving open heart surgery.
Therefore, a determ nation that county
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residents generate at |least 1,200 ischemc
heart di sease di scharges annually does

not hing to indicate whether or not they
experience any barriers to obtaining that
needed servi ce.

Anot her problemw th county exenption

perm ssion [sic: provision] is that the
addition of this assessnent, quote
"regardl ess of the results of the district
need fornula," end quote, constitute double
counting of a need in districts where
counties w thout prograns are | ocated.
(AHCA Ex. 7, p. 27-30, by Carol Corniey).

* * *

As further evidence of the benefits of
l[imting open heart surgery to a few high
vol ume prograns, the Society would like to
place into record the follow ng articles.

The first one you've heard on several
occasions is the Dudley article, "Selective
referral to high volune hospitals.”

The second, from Farley and Gsm nkowski, is,
"Vol une-out cone rel ati onshi ps and in-
hospital nortality: Effective changes in
vol unme over tinme," from Medicare in January
of 1992.

There's another article from G unbach, et
al ., "Regionalization of cardiac surgery in
the United States and Canada,"” again from
JAMA.

Anot her article fromHannon, et al.,
"Coronary artery bypass surgery: The

rel ati onship between in-hospital nortality
rate and surgical volunme after controlling
for clinical risk factors,"” Medical Care.

Hughes, et al., "The effects of surgeon
vol une and hospital volunme on quality care
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in hospitals,” again from Medi cal Care;
finally, Rley and Nubriz, "Qutcones of
surgeries anong Medi care aged: Surgica
vol ume and nortality."

Each of these scholarly articles cones to

t he sane inevitable conclusion: outcones

i nprove as the volune of cardiac surgeries

i n any given program and hospital increases,
t herefore increasing the nunber of hospitals
in which these services are provided
inevitably will lead to an increase in
norbidity. (AHCA Ex. 7, p. 83-84, by
Chri st opher Nul and) .

* * *

27. On or before the January public hearing, AHCA al so
received the following witten conments:

Martin Menorial supports the exception
provision for Counties that do not have an
open heart surgery program and have a
substantial nunmber of residents experiencing
cardi ovascul ar di sease. This provision
ensures an even di spersion of prograns, and
t hat adequately sized communities are not
deni ed open heart surgery. (Martin Menorial
Ex. 6, Letter of 10/24/2000, from R chard M
Har man, Chief Executive Oficer, Martin
Menorial, to Elizabeth Dudek)

* * *

Addi ng new open heart surgery prograns to
counties that currently lack prograns wll

i ncrease geographi c access to coronary
angi opl asty services as well as open heart
surgery. Primary angioplasty is now the
treatment of choice for a significant
percentage of patients presenting in the
energency departnment with acute nyocardi a
infarction (patients who woul d ot herw se be
treated with thronmbol ytic drugs to dissolve
bl ood clots in occluded coronary arteries).
Thus, the provision of the proposed
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regul ati ons that addresses the need for open
heart surgery at a county level wll also

i ncrease access to |ife-saving invasive
cardi ol ogy services. The effect of the
proposed rule changes is to slightly broaden
the circunstances in which the Agency woul d
see presuned need for new prograns.
Initially, the increase in the nunber of
prograns presuned to be needed woul d be only
five. These potential new approval s woul d
be in counties which currently have no
programs. This is consistent with the
reasoni ng that supports renoving open heart
surgery fromthe list of tertiary
procedures. All else equal, distributing
new prograns to counties where they already
exist is reasonable in light of the goal of

i mprovi ng geographic accessibility of
advanced cardi ol ogy servi ces.

As with the other draft proposed rule
changes, there is no certainty that any

prograns will be approved on the basis of
the county-specific need fornmula in (7)(c).
These proposed progranms would still have to

nmeet the statutory and rule criteria. As

di scussed above, a nunber applications for
prograns have been ultimately deni ed even
when presumed need was shown by the need
formula. We recommend adoption of this

addi tional formula for denonstrating need.
(IRWH Ex. 1, p. 25, Conmments of Ronal d Luke,
J.D., Ph.D., 10/24/2000)

28. In what could be interpreted as an adm ssion that the
process resulting in the devel opnent of the earlier drafts was
flawed, Jeff Gregg, Chief of the AHCA CON Bureau, concluded the
January public hearing by saying,

in terns of the analysis that the
Agency did about the proposed rule, I would
sinply have to tell you that CON staff was

not involved in that analysis, and that's
CON staff including nyself. So | cannot
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el aborate on what went into it. But having

said that, | do want to assure you that CON
staff will be involved in further analysis
and we will do our best to consider all the

poi nts that have been nmade and present them
as clearly and concisely as we can in
assisting the Agency to fornulate its
response to this hearing. (AHCA Ex. 7,
p. 86).
29. The Decenber draft was al so chall enged by a nunber of
Petitioners in DOAH Case No. 01-0372RP, filed on January 26,
2001, and ten other consolidated cases. |In response to the
criticismthat the adverse inpact provision should not have been
del eted and because that om ssion was uni ntended, AHCA published
anot her proposed anmendnent to the OHS rule, on May 4, 2001,
reinstating a mninum adverse inpact volune, this tine set at
250 OHS operations, down from 350 in the existing rule.
30. On May 31, 2001, AHCA and the other parties to DOAH
Case No. 01-0372RP and the consolidated cases entered into
anot her settl enent agreenent, which provided:
that in an effort to avoid further
adm ni strative proceedi ngs, w thout
concedi ng the correctness of any position
taken by any party, and in response to
materials received in to the record on or
before the public hearing, the Agency for
Heal th Care Adm nistration agrees to publish
and support . . . The Notice of Change .
(Bet hesda Ex. 34, p. 2-3).

I n uphol di ng that agreenent, AHCA superseded or revised al

prior drafts and published a notice of change on June 15, 2001

In this final version, AHCA limted nornal approval of a new CHS
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programto one at a tinme, used 500 as the nuneric need formula
di visor, increased the required prior-to-approval OHS m ni num
vol ume at mature existing providers from250 in the October
version to 300 (down from 350 in the existing rule) and for non-
mature prograns froma nonthly average of 21 in the Cctober
draft to 25 (down from29 in the existing rule), retained the
classification of OHS as a tertiary service, and altered the
separate, independent county need net hodol ogy to nmake it a
county preference.

31. The June 15th version, containing Subsections 7(c) and
7(d), which are challenged in this case is as foll ows:

(7) Adult Open Heart Surgery Program Need
Det er m nati on.

(a) An additional open heart surgery
prograns shall not normally be approved in
the district if any of the follow ng
conditions exist:

1. There is an approved adult open heart
surgery programin the district;

2. One or nore of the operational adult
open heart surgery progranms in the district
that were operational for at |east 12 nonths
as of 3 nonths prior to the begi nning date
of the quarter of the publication of the

fi xed need pool perforned | ess than 300
adult open heart surgery operations during
the 12 nonths ending 3 nonths prior to the
begi nning date of the quarter of the
publication of the fixed need pool;

3. One or nore of the adult open heart

surgery prograns in the district that were
operational for less than 12 nonths during
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the 12 nonths ending 3 nonths prior to the
begi nning date of the quarter of the
publication of the fixed need pool perforned
| ess than an average of 25 adult open heart
surgery operations per nonth.

* * *

(b) Provided that the provisions of

par agraphs (7)(a) do not apply, the agency
shal |l determ ne the net need for an

addi tional adult open heart surgery prograns
in the district based on the follow ng
formul a:

NN=[ (POH 500)-CP] > 0.5
wher e:

1. NN = the need for an additional adult
open heart surgery progranms in the district
projected for the applicable planning
horizon. The additional adult open heart
surgery programmay be approved when NN is
0.5 or greater.

2. POH = the projected nunber of adult open
heart surgery operations that will be
performed in the district in the 12-nonth
peri od beginning with the planning horizon.
To determi ne POH, the agency will calcul ate
COH CPOP x PPOP, where:

a. COH = the current nunber of adult open
heart surgery operations, defined as the
nunber of adult open heart surgery
operations performed in the district during
the 12 nonths ending 3 nonths prior to the
begi nni ng date of the quarter of the
publication of the fixed need pool.

b. CPOP = the current district population
age 15 years and over.

c. PPOP = the projected district population
age 15 years and over. For applications
subnmitted between January 1 and June 30, the
popul ati on estimate used for CPOP shall be

28



for January of the preceding year; for
applications submtted between July 1 and
Decenber 31, the popul ation estinmate used
for CPOP shall be for July of the preceding
year. The popul ation estinmates used for COP
and PPOP shall be the nost recent popul ation
estimates of the Executive Ofice of the
Governor that are available to the agency 3
weeks prior to publication of the fixed need
pool .

3. OP = the nunber of operational adult
open heart surgery prograns in the district.

(c) In the event there is a denonstrated
nuneric need for an additional adult open
heart surgery program pursuant to paragraph
(7)(b), preference shall be given to any
applicant froma county that neets the
following criteria:

1. None of the hospitals in the county has
an existing or approved open heart surgery
program and

2. Residents of the county are projected to
generate at |east 1200 annual hospital

di scharges with a principal diagnosis of

i schem ¢ heart disease, as defined by ICD 9-
CM codes 410.0

(d) In the event no nuneric need for an
additional adult open heart surgery program
is shown in paragraphs (7)(a) or (7)(b)
above, the need for enhanced access to
health care for the residents of a service
district is denonstrated for an applicant in
a county that neets the criteria of
paragraph (7)(c)l. and 2. above.

(e) An additional adult open heart surgery
programwi |l not normally be approved for
the district if the approval woul d reduce
the 12 nonth total at an existing adult open
heart surgery programin the district bel ow
300 open heart surgery operations.
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32. Bethesda objects to Subsections 7(c) and 7(d) as
invalid. It challenges the rule pronul gation process as a sham
having resulted fromsettl enent negotiations rather than from
statutorily mandated considerations and processes. That charge
was, in effect, conceded by AHCA, as related to the Cctober
draft. That version carried over into the Decenber draft,
essentially unchanged, but did gain support at the Cctober
wor kshop.

33. The Cctober and Decenber versions are not at issue in
this proceeding. The proposed rule anmendnents at issue in this
proceedi ng nmust have been supported by information provided to
AHCA before or during the January public hearing.

34. The proposal at issue differs substantially fromthe
terms of the Septenber settlenment agreenent, but is precisely
what was attached to the May 31, 2001, settlenent agreenent.

For exanple, the settlenent agreenment of Septenber 11, 2000,

i ncluded a proposal to reduce the prior m nimum vol une of cases
at existing OHS providers from350 to 250, but in May and June,
t hat nunber was set at 300. AHCA, in the Septenber settlenent
agreenent, was to elimnate any limtation on the nunber of
addi ti onal prograns approved at a tinme, but the May and June
version retains the one-at-a-tinme provision of the existing
rule. AHCA agreed to determ ne county numeric need i ndependent

of and in addition to district nuneric need, in Septenber, but

30



that provision is, in the May 31st and June 15th version, a
preference. |In Septenber 2000, AHCA agreed to delete adult OHS
fromthe list of tertiary services in Rule 59CG 1.002(41), but it
is atertiary service in the May and June version.

35. Bethesda is correct that the records of the Cctober
wor kshop and January public hearing contained criticisns of the
county need net hodol ogy but no specific proposal to nodify it
into a preference. The first draft of that concept is the
May 31, 2001, settlenent agreenent. (See Findings of Fact 26
and 27).

Statutory rul e-naki ng i ssues

36. Subsection 408.034(3), Florida Statutes, provides
t hat :

The Agency shall establish, by rule uniform
need net hodol ogies for health care services
and health facilities. 1n devel oping

uni form need net hodol ogi es, the agency
shall, at a m ninmum consider the
denographi ¢ characteristics of the
popul ati on, the health status of the
popul ati on, service use patterns, standards
and trends, geographic accessibility, and
mar ket econom cs.

37. As required by statute, AHCA considered the
denogr aphi cs and health status of the popul ati on and exam ned,
as a part of the rul e adopting process, age-specific
cal cul ations of ischem c heart disease. AHCA relied on

statistical evidence of the relationship of ischenm c heart
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di sease and OHS. In 1999, for exanple, there were 33,027 OHS in
Fl orida, and 25,257 of those patients had a primary diagnosi s of
i schemi ¢ heart disease.

38. Consideration of service use patterns, and standards
and trends related to OHS | ed AHCA to increase the divisor in
the nuneric need fornula to maintain the average size of 500
surgeries for existing providers.

39. The availability of nore reliable data than that
col |l ected when the existing rule was pronul gated all owed AHCA to
propose reliance on residential use rates. The trend towards
the use of angioplasty, as a preferred treatnment for heart
attack patients, and the need for tinely geographical access to
care are major factors for AHCA s proposal to consider a county
services within the nornmal need analysis or as a not nornal
i ndi cation of a need for enhanced access when a county has a
critical mass of heart disease patients. Geographical
accessibility is also addressed in the travel tinme standard in
the existing rule, which the proposal woul d not change.

40. AHCA received testinony on the issue of market
econom cs and health status, related to care for indigent and
mnority patients in not-for-profit, county-funded hospitals,
and related to rei nbursenent fornmulas. The record denonstrates
t hat AHCA was provided with evidence on the effect of scare

resources on the costs of operating OHS prograns.
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Count y- speci fic need nethodology in earlier drafts as
conpared to the county preference in 7(c) and the need for
enhanced access in 7(d)

41. Bethesda alleges that the county preference in the
June version is essentially another need nethodol ogy, |ike the
county-specific need nethodology in the earlier versions of the
proposed rule. Bethesda also contends that a preference for a
hospital because it is in a county which does not have an open
heart program over a reasonably accessible facility in an
adj oining county in the sanme district is irrational health
pl anni ng which could | ead to a mal distribution of prograns.

42. The county-specific need nethodol ogy was first
i ncluded in the Septenber settlenent agreenent, and the
preference in 7(c) and need for access in 7(d), originated after
the January 17, 2001, public hearing. During the public
heari ng, counsel for the Florida Hospital Association conpl ained
that the county-specific need methodol ogy precluded any inquiry
into accessibility and vol unes at adjoining prograns. Another
representative of the Florida Hospital Association surmsed that
the goal of the county exenption was inproved access but
explained that it was an inappropriate neans to identify access
concerns. For exanple, while Hernando County would qualify for
need with the separate nethodol ogy, nost of its residents,

97 percent receive OHS services at a hospital in another
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district which is only 13 mles fromthe popul ation center.
(See Finding of Fact 26).

43. The preference under nornmal circunstances in
Subsection 7(c) and finding of need for enhanced access in
Subsection 7(d), nust be supported by evidence that county
boundaries, in general, do create valid access issues. On or
before the January workshop, information provided to AHCA
i ndi cated that some special inquiry into access issues rel ated
to CON applications for progranms in counties w thout OHS
prograns is warranted. See Finding of Fact 27).

44. AHCA found correctly that counties matter for several
reasons. First is the fact that energency services are funded
and organi zed by counties, in general, and operated by muni ci pal
and county agencies. Approxinmately 60 percent of heart attack
pati ent discharges in Florida are admtted through energency
roons. Energency heart attack patients who live in counties
with OHS prograns are twice as likely to be taken to a hospital
with CHS as those who live in counties w thout an OHS provi der.
Second, whether a patient is taken to an OHS provider affects
t he care received. The probability of having an angi opl asty
performed is al nost 50 percent greater for residents of counties
with OHS prograns as conpared to those in counties w thout an

OHS program Third, some health care rei nbursenent plans and
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health care districts are operated within counties, limting
financial access to out-of-county hospitals.

45. AHCA has al ways consi dered whet her or not a county has
an OHS program as a part of access issues. The issue of greater
access to OHS was the basis for AHCA's initial consideration of
the possibility of easing the OHS rule. Wth the May and June
draft, it has codified and specified when that policy wll
apply. AHCA s deputy secretary noted that geographic access in
t he absence of nuneric need was the basis for approvals of OHS
CONs for Marion County, and for hospitals |located in Naples and
Brandon. |In each instance, the applicants argued a need for
enhanced access.

46. AHCA has experience in applying preferences as a part
of bal ancing and wei ghing criteria fromstatutes, rules and
| ocal health plans, particularly to distinguish anmong nultiple
applicants. In the totality of the review process, other
factors which Bethesda's expert testified should be considered,
i ncluding financial, racial and other potential access barriers,
are not precluded.

47. Preferences related to specific locations within
heal th planning areas are included in CON rul es governing the
need for nursing hone beds and hospices. Bethesda noted that
these are not tertiary services, suggesting that a county

| ocation preference is inappropriate for tertiary services, but
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simlar preferences for OHS exist in some of the local health
plans. In AHCA District 1, the CON all ocation factors for OHS
and cardi ac catheterization services include a preference for
applicants proposing to locate in a county which does not have
an existing OHS program In District 4, the preference favors
an applicant located in a concentrated popul ation area in which
exi sting prograns have the highest area use rates. District 5
is simlar to District 4, supporting OHS projects in areas of
concentrated population with the highest use rates. The
District 8 |like District 1, preference goes to the applicant

| ocated in a county without an OHS program There is no

evi dence that the existing preferences have been difficult to
apply within the context of other CON criteria for the review of
OHS applications. In effect, the proposed anendnments establish
an uniformstate-w de county preference which is nore concrete
interns of the requirenents for a potential patient base.

48. Bethesda has questioned the rationale for standards
which are, in effect, different in Subsection 7(c) as conpared
to Subsection 7(d). The lower requirenment, according to
Bet hesda, 1200 ischem c heart diagnoses, in 7(d), applies when
there is no nuneric need. But, the 500 divisor and 300 m ni mum
at existing providers, when conbined with 1200 ischem c heart
di agnoses is a heavier burden to neet in 7(c), although under

normal circunstances. Bethesda did not adequately explain
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reasons for this objection to the proposed rule. |In addition,
it is not inconsistent logically for AHCA to require applicants
to denonstrate | ower nuneric need in situations in which AHCA
has determ ned that these will be, in general, a greater need
for enhanced access.

49. Bethesda al so raised a concern for the eventua
mal di stribution of prograns as a result of the county
preference. 1In 1999, Palm Beach county residents received 2700
OHS, or an average of 900 cases for each of the three prograns.
The total for District 9 was 3800 cases in 1999. Wen 500 St.
Luci e County resident cases, in which Lawnwood is an CHS
provi der, are conbined with 2700 Pal m Beach resi dent cases, that
| eaves only 650 resident cases from Okeechobee, Indian R ver and
Martin Counties. |If prograns are approved in all three, then
the total will be inadequate for each to reach 300 cases, while,
presunably, the demand in Pal m Beach coul d be increasing
di sproportionately and not be net adequately. D sproportionate
need, the appropriate dispersion of prograns, and the benefits
of enhanced conpetition are anong the factors which AHCA can
consider along with county need when choosi ng anbng conpeti ng
appl i cants.

1200 i schem ¢ heart di sease di scharges

50. The proposed anendnents require a projection that

residents will reach a threshold of 1200 cases of ischem ¢ heart
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di sease di scharges as a condition for the entitlenent to the
numeri c need preference or to denonstrate a not normal need for
enhanced access. In general, ischemc heart disease, which is
al so known as coronary heart disease, is characterized by

bl ocked arteries which, in turn, limt blood to heart nuscles
causing first the onset of angina from acute coronary syndrone,
progressing on to acute nyocardial infarction, or a heart
attack.

51. The use of heart disease as a proxy for OHS
utilization is consistent with AHCA's use of live births in
pedi atric open heart surgery and pediatric cardiac
catheterization rules, deaths in the hospice rule, and rel ated
di agnoses in organ transplantation rules rather than actual
utilization. It was supported by information received during or
before the January workshop (See Finding of Fact 26 and 27).

52. Bethesda's criticismof the use of a proxy per se is
al so not well-founded because any single statistical approach
coul d be m sl eading. For exanple, historic use rates can
understate future use with a growing service or an artificially
i nposed access limt. Using heart disease data in a preference
or a need for enhanced access as opposed to a need fornula or
conclusive finding allows nore flexibility in determ ning need

in conjunction with other significant factors.
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53. One of Bethesda's expert health planners was al so
critical of the use of 1200 ischemi c heart disease di agnoses as
i nadequate for projecting OHS cases, and for not equating to
approxi mately 300 annual OHS cases, the mninmum required of
exi sting providers in Subsection 7(a) and the m ni nrum adver se
i npact all owed in Subsection 7(e).

54. Based on actual historical Florida data, 1200 ischemc
heart di sease di agnoses on average resulted in 207 OHS in 1997,
203 in 1998, and 203 in 1999. |Ischem c heart disease has
approximately an 18 to 20 percent conversion rate to OHS, and
results in a total of 76 to 80 percent of all OHS cases. OHS
cases from ot her diagnoses added statistically another 54 OHS in
1997, 59 in 1998, and 61 in 1999, to those fromischem c heart
di sease, giving, in each year a total |ess than 300.

55. Bethesda presented evidence of wide variations in the
i schemi ¢ heart disease to OHS conversion ratios from county-to-
county. For exanple, only 14 percent of Bradford County
i schenmi c heart diseases converted to OHS, and only 11 percent of
the 700 cases in Colunbia County converted to OCHS. In Col unbi a
County, the average state conversion rate of 20 percent yields
140 cases but, in reality, there were only 78 OHS cases from
Col unbia County in 1999. Bethesda's expert concluded t hat
conversion ratio discrepancies resulting in the approval of a

program that cannot achieve 300 OHS, as required in Subsection
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7(a)2. and 7 (e), of the proposed rule, could bar the approval
of new prograns when needed in the district and woul d not be of
m ni mum required quality.

56. Bethesda al so proved that the accuracy of projected
OHS cases can also be affected by patterns of patient mgration
for health care, particularly if in- and out-mgration do not
of fset each other. In counties with OHS prograns, the average
out-mgration for acute care is 10.7 percent, varying w dely
from3.8 percent in Alachua County to 70 percent in Sem nol e
County. In counties wthout an OHS provi der, average out-
mgration for acute care is 44 percent, but ranges from 17.6
percent in Indian R ver County to 98 percent in Baker County.
An average of 18 percent of the residents of Florida counties
with OHS prograns have their surgeries perforned el sewhere.

57. Like out-migration, in-mgration for acute care, for
i schem ¢ heart disease care, and for OHS varies fromcounty to
county in Florida. Counties w thout OHS prograns have acute
care in-mgration fromlows of 5.3 percent for Flagler County up
to highs of 40 percent for Colunbia County. In counties with
OHS, in-mgration for acute care is as |low as 8 percent for
Brevard and Pol k, and as high as 60 percent for Al achua County.
Simlarly, in-mgration, as determ ned by ischem c heart disease
di scharges averages 19.4 percent in counties wthout OHS

prograns and approxi mately 25 percent in those with OHS.
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I n-migration for OHS, averages 35.7 percent for the state, but
that is derived froma range from9.2 percent in Pinellas County
to 74 percent in Al achua and Leon Counti es.

58. Bethesda denobnstrated, patterns of mgration for
health care vary throughout Florida, but there are trends due to
the presence of OHS prograns. Average net in-migration to
counties with OHS is 29 percent, and is positive in sixteen of
the twenty-four counties with OHS prograns.

59. Al of these differences can be considered wthin the
regul atory schenme proposed by AHCA. The issue of whether 1200
residential ischemc heart disease diagnoses is, in fact, the
critical mass of prospective OHS patients needed or is deceptive
due to mgration patterns, due to access to alternative
provi ders or any other reviewcriteria listed in rule or
statutes can be considered on a case-by-case basis with the
proposed anendnents.

60. Bethesda's specific concern is that Indian River with
wel | over 1200 ischem c heart disease discharges could be
approved even though that represented only 255 OHS cases, and
that if Indian River is approved under the county preference
provi sion, then Bethesda would not be approved under norma
circunstances until Indian River achieved and was projected to
mai ntain 300 OHS cases a year. That Bethesda nay be delayed in

nmeeting the requirenents for normal need is |ikely, but that
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appears to be a function of its location as conpared to existing
providers as nmuch as it is the result of the county preference.
Bet hesda i s not precluded, however, under either the existing or
proposed rul es fromdenonstrating not normal circunstances in
District 9 for the issuance of an OHS CON to Bet hesda.

61. Bethesda's assunption that 300 is the m ni mum vol une
requi red for adequate quality is not supported by studies from
various professional societies. The American Col |l ege of
Cardi ol ogy, the Anerican Heart Association, and the Society of
Thor aci ¢ Surgeons set mininmuns of 200 to 250 annual hospital
cases as the volunmes necessary to maintain the skills of the
staff. The Anmerican Coll ege of Surgeons, in 1996, published
their opinion that 100 to 125 cases per hospital is sufficient
for quality, while at | east 200 cases a year are needed for the
econom c efficiency of a program

62. AHCA has never used the required and protected vol unmes
as the volunme which nust al so be projected for a new prograns.
In the current OHS rule, the volune required is 350 a year for
exi sting prograns but that has not been required of applicants.
In the recent approval of an OHS CON for Brandon Regi onal
Hospital, the applicant projected reaching 287 cases in the

third year of operation
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County preference, tertiary classification
and travel tine

63. Bethesda argued that the tertiary classification,
suggesting a regional approach, is inconsistent wth having a
county access provision. Bethesda correctly noted that the
county provision first appeared in a draft which included the
elimnation of CHS fromthe list of tertiary services. But AHCA
proposes to establish the county preference and to maintain OHS
on the list of tertiary services under Rule 59C-1.002(41), and
to maintain the two-hour drive tinme standard in Rule 59C
1.033(4)(a).

64. Substantial information, nostly from nmedi cal doctors
and studies linking norbidity to | ow vol une, supports the view
that OHS continues to be a conplex service. Ooviously, those
services in the tertiary classification range in conplexity and
avai lability fromOHS at the |lower |evel to organ
transplantation at the upper |evel.

65. The tertiary classification is justified to assure
AHCA' s conti nued cl oser scrutiny of OHS CON applications. It is
al so consistent with the increase in the need formula divisor to
500, which together serve as restrains on the approval of
addi ti onal prograns.

66. AHCA reasonably concl uded, based on case | aw and

precedents with [ ocal health plan that it is not inconsistent to
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apply county preferences to OHS while it is classified a
tertiary service.

67. The two-hour travel time standard, is as follows:

Adult open heart surgery shall be avail able
wi thin a maxi mum autonobile travel time of 2
hours under average travel conditions for at
| east 90 percent of the district's
popul ati on.

68. The counties nost |likely qualify for the preference,
based on neeting or exceeding 1200 residential ischem c heart
di sease di agnoses, are Citrus, Martin, Hernando, St. Johns,

Hi ghl ands, Indian River, and Ckal oosa. The popul ation centers
in each of these counties are well wthin two hours of an

exi sting provider. Citrus County, in which there is an approved
but not yet operational OHS program is about an hour's drive
from Marion County. Hernando is approximately 25 m nutes from
the Pasco County provider. The popul ation center of St. Johns
County is approximtely 40 mnutes away from Duval County OHS
provi ders. Ckal oosa County is approximately a one-hour drive
away from Escanbia County CHS providers

69. In District 9, Indian River is approximtely a 30-

m nute drive fromthe Lawnwood OHS program Martin Menorial, is
an approved provider, is approximately 20 mles or 35 m nutes

from Lawnwood and 30 mles or 40 m nutes from Pal m Beach

Gar dens, anot her existing OHS provider.
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70. In the next three to five years, it is foreseeable
t hat Ckeechobee County in northwestern District 9 could qualify
for the county preference. Adjacent to Okeechobee, Hi ghl ands
County's popul ation can drive either an hour and thirty m nutes
to a Charlotte County OHS program or an hour and twenty m nutes
to a Polk County facility.

71. The evidence related to travel tinmes, according to one
of Bethesda's experts, denonstrates that the county preference
is not needed to assure access which is already provided for
each and every likely qualifying county. But the population
centers in the entire state of Florida are all within the two-
hour travel standard, and there has been no suggestion that
Fl ori da cease approval of new OHS prograns.

72. Bethesda's contention that no need exists for enhanced
access if the travel time standard is net, and its claimthat
the rule is internally inconsistent with a county preference and
t wo- hour drive tinme are rejected. Two hours is, as the rule
clearly states, a "maxi munf’ not a bar, and has never been
interpreted by AHCA as a bar, to nore proximate |ocations. Any
other interpretation is an inpossibility considering the
numer ous counties across the state with nultiple prograns,

i ncl udi ng Dade, Broward, Pal m Beach, Hillsborough, Pinellas,

Orange, Volusia, Duval, and Escanbi a, anong ot hers.
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73. AHCA can appropriately and consistently establish
reasonabl e gui delines for choosing anong applicants to enhance
access within the maxi rum travel standard.

74. There is no language in the proposed rule indicating
when it will take effect. Although the issue was raised in
Bet hesda's petition, it failed to provide evidence or |egal
argunents at hearing or subsequently to support its objection to
t he om ssi on.

75. AHCA's deputy secretary testified that the agency
reviews applications using need nethodology rules in effect when
the applications are filed. Before new rules are applied,
applicants are given the opportunity to reapply to address new
provisions in a rule.

CONCLUSI ONS OF LAW

76. The Division of Adm nistrative Hearings has
jurisdiction over the parties to and the subject matter of these
proceedi ngs. Sections 120.56, 120.569, and 120.57(1), Florida
St at ut es.

77. As the parties stipulated, the hospitals which
participated in the proceeding as Petitioners or Intervenors are
substantially affected by the proposed anmendnents, having
applied for CONs to establish OHS prograns or having existing

OHS prograns.
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78. The FSTCS denonstrated its standing to intervene with
docunents supporting the contentions in its petition that (1) a
substanti al nunber of its nenbers are the surgeons ultimately
responsi ble for the care of COHS patients in facilities regul ated
by the state; and (2) that a profileration of prograns and | ower
vol unes can adversely affect the quality of care.

79. At this point in the proceedings, the issue is limted
to whet her AHCA has acted in excess of its delegated | egislative
authority to change its proposed rule without reinitiating the
rul emaki ng process. Changes in a proposed rule which are
mat eri al changes made as a result of off-the-record private
negoti ati ons, not supported by the record are invalid. That
approach to rul emaki ng defeats the purposes for requiring notice
and an opportunity for public coment before a rule is adopted.

Departnent of Health and Rehabilitative Services v. Florida

Medi cal Center, 578 So. 2d 351 (Fla. 1st DCA 1991).

80. Bethesda has net the initial burden of going forward
to present evidence in support of its objections to the proposed
rul e amendnments to Rule 59C-1.033 7(c) and 7(d), Florida
Adm ni strative Code, with the exception of any reasons why
Subsections 7(c) and 7(d) nust have the sanme nunerical effect.

81. Bethesda has not net the burden of going forward wth
facts or legal arguments to support its objection to the absence

of a provision in the rule specifying when it be applied to CON
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applications. As a matter of law, this state follows the
general rule that a change in statutes and agency rul es during
t he pendency of an application is operative to that application.

Lavernia. V. Departnent of Professional Regul ation, 616 So. 2d

53 (Fla. 1st DCA 1993), rev. denied, 624 So. 2d 267 (Fla. 1993).

Agency for Health Care Admi nistration v. Munt Sinai Medical

Center, 690 So. 2d 689 (Fla. 1st DCA 1997).
82. Section 120.52(8), Florida Statutes, provides, in
part, that:

"I'nvalid exercise of delegated |egislative
authority" means action which goes beyond

t he powers, functions, and duties del egated
by the Legislature. A proposed or existing
rule is an invalid exercise of del egated

| egislative authority if any one of the
foll owi ng appli es:

(a) The agency has materially failed to
follow the applicable rul emaki ng procedures
or requirenents set forth in this chapter;

(b) The agency has exceeded its grant of
rul emaki ng authority, citation to which is
required by 120.54(3)(a)l.;

(c) The rule enlarges, nodifies, or
contravenes the specific provisions of |aw
i npl emented, citation to which is required
by Section 120.54(3)(a)1l.;

(d) The rule is vague, fails to establish
adequat e standards for agency decisions, or
vests unbridled discretion in the agency;

(e) The rule is arbitrary or capricious;

(f) The rule is not supported by conpetent
substanti al evi dence;
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In Agrico Chenmical Co. v. State, Dept. of Environnental

Protection, 365 So. 2d 759 (Fla. 1st DCA 1978), cert. denied 376

So. 2d 74 (Fla. 1979), a capricious action was descri bed as one
taken w t hout thought or reason, and an arbitrary decision as
one not supported by fact or logic. The court described

conpetent substantial evidence as that which a reasonabl e person
woul d accept as support for a concl usion.

83. The | aw on changi ng proposed rules, in Subsection
120.54(3)(d)1., is as follows:

(d) Modification or withdrawal of proposed
rul es.--

1. After the final public hearing on the
proposed rule, or after the time for
requesting a hearing has expired, if the
rul e has not been changed fromthe rule as
previously filed with the conmttee, or
contains only technical changes, the
adopti ng agency shall file a notice to that
effect wwth the conmttee at |east 7 days
prior to filing the rule for adoption. Any
change, other than a technical change that
does not affect the substance of the rule,
nmust be supported by the record of public
hearings held on the rule, nmust be in
response to witten material received on or
before the date of the final public hearing,
or nmust be in response to a proposed

obj ection by the conmttee.

The statute limts changes to proposed rules to avoid unexpected
changes in intent but it allows some agency flexibility to

i ncorporate ideas derived frompublic input. See Dept. of
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Health and Rehabilitative Services v. Florida Medical Center,

578 So. 2d 351 (Fla. 1st DCA 1991), and the cases cited therein.

84. AHCA net the burden of proving that it considered the
factors required in Subsection 408.034(3), Florida Statutes.

85. AHCA net the burden of proving that the use of 1200
i schem c heart disease discharges anong residents as a proxy for
a critical nass of OHS patients is supported by the facts and
rational. That portion of the proposal is supported by
conpetent substantial evidence, is not vague, arbitrary or
capricious, and is within AHCA's rul emaki ng authority.

86. AHCA net the burden of proving that a county-specific
considerations are logical and rational, even though CHS is a
tertiary service with a two-hour travel time standard. AHCA
recei ved conpetent, substantial evidence to support some ki nd of
county-specific provision. The approach is not irrational,
vague, arbitrary or capricious.

87. The nore difficult issue is whether AHCA s change from
t he county-specific need nethodol ogy originally proposed, to a
preference and a county need for enhanced access has adequate
support in the record or, should have been the subject of new
rul emaki ng proceedi ngs.

88. The criticisns of the nethodology: (1) that the need
determ nation should include an inquiry into how accessible

adj acent prograns are and what their volunes are; (2) that it
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was i nappropriate to identify access concerns; (3) that the

met hod did not evaluate access to care; (4) that it did not

i ndi cate whether or not there were real barriers; and (5) that
the problemwas the "regardl ess of district need" | anguage have
to be considered along with the record in support of the
original proposal for sone kind of county |level inquiry.

89. In Florida Autonpbil e Underwiters Association, Inc.

v. Departnent of |nsurance, 1995 W. 1052833, DOAH Case No. 94-

5604RP (F. O 1/23/95), public hearing conplaints that a word was
m sl eading and a formtoo |ong, which led the agency to add a
nodifier for the word and to shortened the form were sufficient
record support for changing a proposed rule.

90. A proposed CON rul e based on a policy of avoiding "the
unnecessary duplication of services" could not, however, be
changed into a policy of "fostering conpetition anong

provi ders," without the agency's begi nning the rul enaking
process anew. In particular, the Notice of Change expressed the
intent "to allocate the projected growth in the nunber of
cardi ac catheterization adm ssions to new provi ders regardl ess

of the ability of existing providers to absorb the projected

need." DHRS v. Florida Medical Center, supra.

91. In Adam Smith Enterprises, Inc. v. State, Departnent

of Environnental Regulation, 553 So. 2d 1260 (Fla. 1st DCA

1989), an agency used five years in a fornula as a "conprom se"
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after initially proposing to use ten years based on research
showi ng that fromten to fifteen years was the appropriate tine
for cleanup of groundwater contam nants. Five years was not
supported by any facts or reason.

92. In this case, there is no change in the direction of

t he agency's proposals as there was in the Florida Medical

Center case. AHCA set out to and still proposes to expand
access to OHS prograns, to reexam ne whether rules should be
rel axed, and to consider whether counties have OHS prograns in
the review process. This case is, therefore, factually nore

akin to the Florida Autonpbile Underwiters case. NMst of the

criticisns of the earlier drafts focused on keeping county
considerations nore on a par with other access factors, which
AHCA acconplished with the shift froma need nethodology to a
preference and an access finding.

93. The preference in Subsection 7(c) and the
determ nation of a need for enhanced access in Subsection 7(d)
proposal are |ogical and reasonable, not arbitrary or
capricious. The fact that the | anguage first appeared in the
May settl ement agreenent between AHCA, | RVH, and Martin Menori al
was obviously intended, in part, to benefit IRVH and Martin
Menorial at the expense of Bethesda and any other Pal m Beach
County providers. That, in and of itself, does not negate the

fact that the | anguage is also a reasonable, |ogical response to
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public comments and, therefore, supported by conpetent,
substantial record evidence.

94. By a preponderance of the evidence, AHCA has
denonstrated that the proposed anendnents to Rul e 59C-
1.033(7)(c) and (7)(d) are not invalid exercises of del egated
| egi slative authority.

ORDER

Based on the foregoing Findings of Fact and Concl usi ons of
Law, it is

ORDERED t hat :

1. The proposed anendnents to Rule 59CG 1.033(7)(c) and
(7)(d) are not invalid. Bethesda's Petition for an
Adm ni strative Determ nation of Invalidating of an Agency Rule
is dism ssed.

2. The file of the Division of Adm nistrative Hearings in
Case No. 01-2526RP is cl osed.

DONE AND ORDERED this 15th day of Novenber, 2001, in

Tal | ahassee, Leon County, Florida.

ELEANOR M HUNTER

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSot o Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675 SUNCOM 278- 9675
Fax Filing (850) 921-6847
www. doah. state. fl. us
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Filed with the Cerk of the
Di vision of Adm nistrative Hearings
this 15th day of Novenber, 2001

ENDNOTE
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NOTI CE OF RIGHT TO JUDI Cl AL REVI EW

A party who is adversely affected by this Final Oder is
entitled to judicial review pursuant to Section 120.68, Florida
Statutes. Review proceedings are governed by the Florida rules
of Appell ate Procedure. Such proceedi ngs are commenced by
filing one copy of a notice of appeal wth the Cerk of the
Di vision of Administrative Hearings and a second copy,
acconpanied by filing fees prescribed by law, with the D strict
Court of Appeal, First District, or with the District Court of
Appeal in the Appellate District where the party resides. The
noti ce of appeal nust be filed within 30 days of rendition of
the order to be revi ewed.
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