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RECOMMVENDED CORDER

A formal hearing was conducted in this case on
Decenber 16-19, 1997, in Tall ahassee, Florida, before
Suzanne F. Hood, a duly designated Adm nistrative Law Judge with
the Division of Admnistrative Heari ngs.
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STATEMENT OF THE | SSUES

The issue is whet her Respondent Agency for Health Care
Adm ni stration properly denied Petitioner Bert Fish Mdical
Center, Inc.'s application for a certificate of need to establish

an adult kidney transplant programat its existing hospital



| ocated in Volusia County.



PRELI M NARY STATEMENT

On or about July 11, 1997, Respondent Agency for Health Care
Adm ni stration (ACHA) notified Petitioner Bert Fish Mdical
Center, Inc. d/b/a as Bert Fish Medical Center (BFMC) that the
agency intended to deny BFMC s application for a certificate of
need (CON) to establish an adult kidney transplant program ACHA
published its decision prelimnarily denying the application in
the Florida Adm nistrative Wekly, Vol. 23, No. 30, on
July 25, 1997

BFMC filed a Petition for Formal Adm nistrative Hearing with
AHCA on August 15, 1997. AHCA referred the petition to the
D vision of Adm nistrative Hearings on Septenber 10, 1997.

The parties filed a Response to Prehearing Order on
Cctober 2, 1997. A Notice of Hearing dated Cctober 8, 1997,
advi sed the parties that the formal hearing woul d comence on
Novenber 18-21, 1997.

AHCA filed a Motion for Continuance on October 30, 1997. An
order dated COctober 31, 1997, reschedul ed the case to be heard on
Decenber 15-18, 1997.

On Novenber 5, 1997, BFMC filed a Motion to Modify
Commrencenent Date of Final Hearing. An order dated Novenber 6,
1997, reschedul ed the case to be heard on Decenber 16-19, 1997.

The parties filed a Joint Prehearing Stipulation on
Decenber 12, 1997.

When the hearing commenced on Decenber 16, 1997, AHCA filed



a Motion to Hold Record Open for Late Filed Exhibit. That sane
day, BFMC filed a response in opposition to this notion.

During the hearing, Petitioner presented the testinony of
11 witnesses. Petitioner offered 12 exhibits which were accepted
i nto evidence.

Respondent presented the testinony of four wtnesses.
Respondent of fered seven exhibits which were received into
evi dence.

At the conclusion of the hearing, the undersigned denied
AHCA' s Mbtion to Hold Record Open for Late Filed Exhibit.

The first two volunmes of the transcript were filed with the
Di vision of Adm nistrative Hearing on January 6, 1998. Vol unes
three through seven of the transcript were filed on
January 14, 1997.

Petitioner filed a Motion to Exceed Page Limt on
February 5, 1998. An order dated February 6, 1998, granted this
not i on.

Respondent filed a Motion for Extension of Tine to file
proposed recommended orders on February 10, 1998. An order dated
February 12, 1998, granted this notion.

BFMC filed its Proposed Recomended Order on
February 19, 1998. AHCA filed its Proposed Reconmmended Order on
February 20, 1998.

FI NDI NGS OF FACT

THE APPLI CANT



1. BFMCis a not-for-profit hospital |located in New Snyrna
Beach, Volusia County, Florida. The hospital is a 116-bed,

Class 1, general acute-care hospital.



2. BFMC proposes to establish an adult ki dney transpl ant
programon its third floor next to the inpatient unit. The
applicant will designate seven acute-care beds for use in the
program The hospital currently offers no other special prograns
or tertiary services.

3. BFMC is located in health planning District 4 which is
conpri sed of seven counti es.

4. BFMC is located in organ Transplant Service Area 3 which
is conprised of ten counties |ocated wthin the follow ng four
health planning districts: District 4, Volusia County; District
3, Lake County; District 7, Orange, Sem nole, GOsceola, and
Brevard Counties; District 9, Indian River, St. Lucie, Mrtin,
and Ckeechobee Counti es.

5. BFMC is a part of the Southeast Volusia Hospital
District (SVHD) which enconpasses sout heastern Vol usia County,

i ncl udi ng New Snyrna Beach, Edgewater, Oak Hill, and the

uni ncor porated areas of south Volusia County. The |legislature
created the SVHD as a special taxing district to provide health
care to all citizens without regard to their ability to pay.

6. The SVHD conm ssioners are appointed by the Governor.
They al so serve as the directors of BFMC

7. East Volusia County is well devel oped, from Edgewater in
the south, to the northern end of the county. Areas along the
beaches, the Indian River, and the Halifax R ver are densely

popul ated. O her areas of the county are | ess popul at ed.



8. BFMC is |located two bl ocks east of highway U S. 1.
State Road 44, a four-I|ane highway, connects New Snyrna Beach to
Interstate 95. The applicant is |ocated approximately 50 mles
fromFlorida Hospital in Olando, Florida. Florida Hospital-
Olando currently is the only adult kidney transplant center in
Transpl ant Service Area 3.

9. BFMC offers the follow ng inpatient and outpatient
services: surgery (including a 14-bed intensive care unit for
surgi cal and nedical patients); nedical and radi ation oncol ogy;
cardi ac catheterization; diabetic center; invasive radiol ogy;
MRl ; CT scanning; and outpatient surgery. The hospital has an
energency roomwhich is staffed on a 24-hour basis. BFMC
operates a hone health agency, a rehabilitation center, a
di agnostic center, a primary care center and a clinic for the
nmedi cal | y needy.

10. The nedical staff at BFMC consists of 128 physici ans.
Ei ghty-two percent of the doctors are board-certified in their
respective nedical fields. The remaining 18 percent of doctors
are board-eligible in a nmedical specialty.

11. The physicians at BFMC have nedical specialties in the
follow ng areas: urology, nephrology, internal nedicine, general
surgery, vascul ar surgery, anesthesiol ogy, cardiovascul ar
surgery, transplant surgery, pain nmanagenent, pathol ogy,
pul monol ogy, neurol ogy, orthopedics, and orthopedic surgery.

12. The 260 nenber nursing staff at BFMC includes 172



i censed nurses. Eighty-seven percent of the nurses are
regi stered nurses.

13. BFMC is a nmenber of Halifax-Fish Community Health
(Hal i fax-Fish), a partnership of the Halifax Hospital Medica
Center (HHMC) and the SVHD. The goal of Halifax-Fish is to
el i m nate unnecessary duplication of services and to reduce
heal th care costs.

14. The HHMC owns and operates Halifax Medical Center, a
general acute-care hospital |ocated in Daytona Beach. Halifax
Medi cal Center operates the third busiest enmergency center in the
state. Halifax Medical Center provides the follow ng services
whi ch are not avail able at BFMC. (a) an adult bone-marrow
transpl ant program (b) adult and adol escent inpatient
psychiatric services; and (c) a neonatal intensive care unit.

15. The Halifax-Fish partnership provides the residents of
eastern Volusia County with the follow ng services: (a) two
acute-care hospitals; (b) bone-marrow transplantation; (c) an
HVO, (d) a PPO, (e) hone health; (f) hospice; (g) |ong-termcare;
and (h) skilled nursing care.

16. Halifax Medical Center filed a letter of intent to
establish an adult kidney transplant programin the sane batching
cycle as BFMC. Subsequently, Halifax Medical Center withdrew its
letter and offered its support to BFMC s application.

17. The Organ Procurenent and Transpl ant Network (OPTN)

coordinates the listing of potential transplant recipients and



the distribution of donated organs on a | ocal, regional, and
national level. The United Network for Organ Sharing (UNOS) is

the entity that operates OPTN



18. UNGCS has established standards for transplant surgeons,
transpl ant physicians, and for certification of transplant
centers. Mst of the standards in AHCA' s transplant rule, Rule
59C-1. 044, Florida Adm nistrative Code, are based on UNCS
gui del i nes.

19. UNGCS has approved BFMC s nenbershi p application.
Menbership in UNCS signifies that BFMC has net applicable federal
gui delines for the establishnment of a kidney transplant program
It also neans that UNOS will permt BFMC to participate in the
nati onal organ sharing program pendi ng state authorization.

20. There are six existing adult kidney transplant prograns
in Florida. These prograns are located in the foll ow ng
districts and services areas: (a) Shands Hospital, D strict 3,
Service Area 1; (b) Methodi st Medical Center, District 4, Service
Area 1; (c) Tanpa General Hospital, District 6, Service Area 2;
(d) Sout hwest Florida Regional Mdical Center, District 8,
Service Area 2; (e) Florida Hospital-Orlando, District 7, Service
Area 3; and (f) Jackson Menorial Hospital, District 11, Service
Area 4.

1. PREHEARI NG STI PULATI ON

21. The parties agree that BFMC tinely filed its CON
application, including the letter of intent, initial application,
and response to om ssions, with AHCA and the local health
council. The initial CON application was filed on March 26,

1997. The response to om ssions was filed on May 12, 1997.
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22. The parties agree that BFMC s CON application neets the
publication requirenents of Section 408.039(2)(d), Florida
Statutes (1995), and Rule 59C-1.008(1)(i), Florida
Adm ni strati ve Code.

23. The parties agree that BFMC s CON application neets the
foll ow ng requirenents of Section 408.037, Florida Statutes:

(a) the application contains a certified copy
of the resolution of its board of directors
authorizing the filing of the CON application
pursuant to Section 408.037(4), Florida

St at ut es;

(b) the application contains all of the

m ni mum content itens required by Section
408. 037; and

(c) the application contains Schedules 1, 2,
3, 4, 6, 7, and 8 which are conplete and
reasonabl e and whi ch properly docunent the
requi red information.

24. O her statutory and rule review criteria are addressed
bel ow.

I11. CERTIFI CATE OF NEED REVI EW CRI TERI A

(A) Need in Relation to State and District Health Pl ans:
Section 408.035(1)(a), Florida Statutes.

25. There is no published fixed need pool applicable here.
Nevert hel ess, BFMC nmust show that its service area needs an
addi tional adult kidney transplant program The denonstration of
need requires consideration of the follow ng state and | ocal
heal th plan preferences.

(a) State Health Plan

26. The state health plan has eight preferences which apply

11



to all proposed transpl ant prograns.
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27. The parties agree that BFMC s application conplies with
Preference 1. That preference requires the applicant to nake a
commtnent to accept patients for organ transplants regardl ess of
their ability to pay.

28. Preference 2 favors applicants with a history of
provi ding a disproportionate share of charity care and Medicaid
patient days. BFMC is entitled to partial credit for this
preference because it provides a high percentage of charity care.
However, BFMC does not neet the Medicaid disproportionate share
criteria.

29. Preference 3 favors applicants with other existing
organ transplantation prograns. As the sole applicant, BFMC does
not neet this criteria. However, BFMC s partner in the Halifax-
Fi sh partnership, Halifax Medical Center, has a bone-marrow
transpl ant program

30. Preference 4 favors teaching hospitals for the
establ i shment of any organ transplantation program BFMC does
not nmeet this criteria because it is not a teaching hospital.
However, Rule 59C-1.044, Florida Adm nistrative Code,
specifically excludes kidney transplant progranms fromthe type of
transpl ant prograns which are restricted to teaching hospitals.

31. Preference 5 favors applicants that are nenbers of
UNCS. The parties agree that BFMC neets this preference.

32. The parties agree that BFMC neets the requirenents of

Preference 6. That preference favors an applicant that can

13



denonstrate successful inplenentation of the Uniform Anatom ca
G ft Act.

33. BFMC is not a teaching hospital. Therefore, it cannot
receive credit for Preference 7. That preference favors teaching
hospital s that docunent the establishnent of a residence program
related to the proposed organ transpl antation program

34. Preference 8 favors facilities approved by the National
Institute of Health (NIH) and Medicare for the establishnment of
addi tional transplant prograns. BFMC does not neet the
requi renents of this preference because it is not an NI H approved
facility or a Medicare designated center. Additionally, BFMC is
seeking to establish an initial program not an additional
transpl ant program

35. As to state health plan preferences that apply to
transpl ant prograns, BFMC neets the requirenents of at |east
three preferences and partially neets the requirenments of at
| east two ot her preferences.

(b) Local Health Pl an

36. District 4 has eight |local health plan preferences.
Only six of these preferences are applicable here. The parties
agree that Preference 5 and Preference 6 do not apply to BFMC s
proposed project.

37. Preference 1 favors applications for transplant centers
to be located in a major netropolitan area. This preference

defines "major netropolitan area” as a county with a popul ation

14



of 250,000 or nore. BFMC neets this requirenent because Vol usi a

County's popul ati on exceeds 250, 000.
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38. Preference 2 favors applicants who docunent that they
have witten relationships with a broad spectrum of other health
care providers for patient transfer, tissue procurenent, and/or
joint venture with regard to the proposed service. BFMC neets
the requirenent of this preference. BFMC has agreenents for
transfer wwth nursing honmes for the transfer of patients and
energency services. It has an agreenent with a UNOS-desi gnated
organ procurenent organi zation. The hospital has an agreenent
for |l aboratory services. BFMC and Halifax Medical Center provide
an integrated health care systemthrough the Halifax-Fish
partnership. The partnership hel ps ensure continuity of care and
non-duplication of costly services.

39. BFMC does not neet the requirenents of Preference 3.

It is not recognized as a stand al one regional or national
referral center. It does not have its own regional or national
clientele.

40. Preference 4 favors applicants that play a significant
role in regional or national efforts such as conprehensive cancer
centers designated by the National Cancer Institute. Pursuant to
Preference 4, an applicant plays a "significant role" if it
serves as the contracting agency for governnent nedical research
grants or if it has a formal affiliation with the | ead agency and
engages in active nmedical research wwth the | ead agency. BFMC
deserves partial credit for this preference based on its

affiliation wwth Halifax Medical Center which participates

16



actively in cancer research and operates a bone-marrow
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transpl antation program In cooperation with Halifax Medical
Center, BFMC operates an Oncol ogy Center which is dedicated to
the outpatient treatnent and nanagenent of a variety of cancers.

41. The parties agree that BFMC neets the requirenents of
Preference 7. BFMC has submitted a plan to increase | ocal organ
donati ons.

42. Preference 8 favors applicants who formally commt to a
program of charity care, with the commtnent spelled out in their
CON application. BFMC s application neets this preference.

SVHD s mssion is to provide nedical services to residents

Wi thout regard to their ability to pay. BFMC s application is
conditioned on the provision of 4 percent charity care, which
equates to one person in each of the first two years of

oper ati on.

43. O the six applicable |ocal health plan preferences
fromDi strict 4, BFMC neets the requirenents of four preferences
in full and one preference in part.

44. BFMC s application did not address the |local health
pl an preferences for transplant prograns in Districts 3, 7 and 9.

45. AHCA sent an application packet to BFMC which indicated
that District 4 was the applicable health planning district for
BFMC s application. The application packet included a copy of
the District 4 preferences. AHCA' s omssions letter did not
informBFMC that it should address all |ocal health plans for

each district in Transplant Service Area 3.
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46. District 3 has one CON preference for transplantation
prograns. This preference favors prograns at teaching hospitals.
Shands Hospital, a teaching hospital in Gainesville, Florida, is
|ocated in District 3. BFMC does not neet this criteria.

47. District 7 has two |ocal preferences which address
organ transplantation in general. The first favors applicants
with residency prograns. BFMC is not entitled to this
pr ef er ence.

48. The second preference fromDi strict 7 favors applicants
that agree to provide charity care. This preference requires the
applicant to provide data detailing, by county and payor source,
the adm ssions to the facility for the |last year, and copies of
any letters of support fromreferral facilities indicating their
past good experiences in placing patients in need in the
applicant's facility. BFMCis entitled to partial credit for
this preference based on its commtnent to provide charity care.

49. District 9 does not have any |l ocal health plan
preferences which apply to BFMC s applicati on.

(B) Need in Relation to Rule Criteria: Rule 59C 1.044,
Florida Adm ni strative Code.

50. The parties stipulated that BFMC s application net the
threshol d need determ nation set forth in Rule 59C 1.044(8),
Florida Adm nistrative Code. This rule requires each existing
ki dney transplant programin the transplant service area to have
performed a m ninumof 30 transplants in the nost recent cal endar

year. Additionally, the applicant nmust docunent that it wll
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performa mnimumof 15 transplants within two years of
oper ati on.

51. The only hospital currently providing adult kidney
transpl ant services in Transplant Service Area 3, Florida
Hospital - Ol ando, perforned in excess of 100 transplants in the
nost recent cal endar year.

52. BFMC projects that it will perform 19 ki dney
transplants in its first year of operation, and 25 transplants in
its second year of operation. BFMC based these projections on
t he nunber of persons on dialysis in Transplant Service Area 3.

53. Nationally, about 50 percent of the persons on dialysis
m ght be candi dates for a kidney transplant. For persons bel ow
the age of 65, approximately 75 percent of the persons on
di al ysis could be candidates for a kidney transplant.

54. In Transplant Service Area 3, there are about 2, 161
persons on dialysis. Approximtely 40 percent of those persons
are not suitable for transplantation. Therefore, only 1,297
persons may be candi dates for transplantation.

55. O the 1,297 persons that m ght be suitable for
transpl antation, only nine or ten percent will actually be
willing to undergo a transplant. The nunber of persons wlling
to be listed as a candidate for a transplant is expected to
i ncrease by 12 percent annually.

56. BFMC s projections have been adjusted for the

relatively small nunber of pediatric cases in the transplant
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service area. The projections also consider the nunber of
procedures performed by Florida Hospital -Ol ando. The
projections are reasonabl e based on the nunber of persons on
dialysis in the transpl ant service area.

57. On a statewide basis, there is a positive correlation
bet ween the nunber of avail able transplant centers, the nunber of
peopl e on the kidney transplant waiting |ist, and the nunber of
transpl ants perforned.

58. Statistics fromthe Health Care Financing
Adm ni stration (HCFA) indicate that, on a statew de basis, a
greater nunber of transplant centers will result in a |larger
nunber of dialysis patients on the kidney transplant waiting
list, and a | arger nunber of transplants perforned. Currently,
Florida' s percentage of transplant centers, conpared to the total
di al ysis population, is significantly less than this sane
percentage for other states with simlar nunbers of persons on
dialysis. Florida also |ags behind other states with sim /|l ar
di al ysis popul ations in the percentage of people on the
transplant |ist and the nunber of transplants per the dialysis
popul ati on.

59. Volusia County is the appropriate |location for an
addi tional adult kidney transplant programw thin the ten-county
area that conprises Transplant Service Area 3. Volusia County is
second only to Orange County in the nunber of persons afflicted

with one or nore of the diseases which cause renal fail ure.
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Brevard County, which is located i medi ately adjacent to south
Vol usia County, is third. Together, Volusia County and Brevard

County have nore people on dialysis than Orange County.
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(© The Availability, Quality of Care, Efficiency,
Appropri ateness, Extent of Utilization, and Adequacy of Like and
Existing Health Care Services in the Service District: Section
408. 035(1) (b), Florida Statutes.

60. There is no evidence that any patient on the UNCS
waiting list has ever been turned away from a ki dney transpl ant
center in Florida.

61. The kidney transplant program at Florida Hospital -

Ol ando has been in existence for 25 years. It perforns four
times the m ni mum nunber of transplants necessary before a new
program may be considered in the service area.

62. Despite its significant gromh in the past few years,
there is no evidence that Florida Hospital-Olando is operating
inefficiently. It has not reached its capacity for performng
ki dney transplants. Neverthel ess, a new kidney transpl ant
program at BFMC woul d i nprove access for patients who ot herw se
woul d not seek placenent on the transplant waiting |ist.

63. Patients that are appropriate candi dates for placenent
on the kidney transplant waiting list often refuse that
opportunity due to the distance fromtheir honme to the transpl ant
center. They are not wlling to travel very far from hone for
eval uation, for surgery, and for maintenance and foll ow up after
surgery. Kidney transplant patients require lifetinme nonitoring
of i mmunosuppressants as well as continued treatnent for the
underlying di sease. These patients are nore willing to be placed
on the waiting list and to consider a transplant, as an

alternative to continued costly dialysis, if the transplant
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facility is close to their famly and hone.

64. There is no evidence that BFMC s proposed programw ||
adversely inpact any other existing provider of kidney
transpl ants.

65. No provider of transplant services intervened in this
proceeding to challenge BFMC s program On the other hand, BFMC
recei ved support for its proposed program from nunerous hospitals
t hrough out the transplant service area and in the adjacent
transpl ant service area.

66. An additional kidney transplant programwll lead to a
potential increase in the nunber of avail able donors. It wll
i nprove accessibility and availability of kidney transpl ant
services, as well as the efficiency, appropriateness, and
adequacy of the service in Transplant Service Area 3.

(D) The Ability of the Applicant to Provide Quality of Care

and the Applicant's Record of Providing Quality of Care: Section
408. 035(1)(c), Florida Statutes.

67. The parties agree that BFMC s has a record of providing
quality of care. BFMC s application denonstrates that it has the
ability to provide quality of care for the proposed ki dney
transpl ant program

68. BFMC is accredited by the Joint Conmm ssion on
Accreditation of Healthcare Organi zations (JCAHO . The
mechani sms for identifying and correcting potential problens are
already in place at BFMC

69. BFMC s nursing staff has the necessary training and

24



experience to deliver quality care to kidney transplant patients.
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70. BFMC is not a teaching or research hospital. Apart
fromits association with Halifax Medical Center, BFMC does not
offer any tertiary services. However, the statutory and rule
criteria do not require BFMC to be a teaching or research
hospital in order to receive a CON for an adult ki dney transpl ant
pr ogr am

71. BFMCis a "small" hospital. Nevertheless, it offers
the essential services for a kidney transplant program For
exanpl e, BFMC perforns cardiac catheterization which is required
in a small percentage of kidney transplant cases.

72. BFMC is already perform ng procedures which are nore
conpl ex than kidney transplants. In addition to nmajor
cardi ovascul ar procedures with cardiac cath, BFMC perforns the
follow ng procedures: (a) stomach, esophageal and duodenal
procedures greater than age 17 with cardiac cath; and (b)
tracheostony, except for nouth, |arynx or pharynx disorder.

73. O all the transplant procedures, kidney carries the
| onest DRG (diagnosis related group) weight. The DRG weight is
an indication of the conplexity and resource utilization of a
pr ocedure.

(E) The Availability and Adequacy of Other Health Care
Facilities and Services in the District Wi ch May Serve as

Al ternatives for the Services to be Provided by the Applicant:
Section 408.035(1)(d), Florida Statutes.

74. The parties agree that a patient in need of kidney
transpl ant services has no acceptable alternative for |ong-term

treat nent.
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75. Dialysis is an interimoutpatient alternative for
patients who are candidates for a kidney transplant. Dialysis
has hi gher long-termcosts than transplantation. It is not the
preferred treatnent.

76. A kidney transplant elimnates a patient's dependence
on dialysis. It encourages personal and health care
i ndependence. A successful transplant greatly inproves a
patient's quality of life.

77. BFMC s proposed programw |l lead to an increased
awar eness of the need for organ donors. The proposed project
Will result in the addition of persons on the transplant waiting
list, the increased availability of organs for transplantation,
and a growth in the nunber of transplants perfornmed. An
addi tional adult kidney transplant programin Transplant Service
Area 3 will have a mnor short-terminpact, if any, on the kidney
transpl ant program at Florida Hospital -Ol ando.

(F) Probable Econom es and | nprovenents in Service That My

be Derived from Operation of Joint, Cooperative, or Shared Health

Care Resources: Section 408.035 (1)(e), Florida Statutes.

78. The parties stipulated that this provision does not
apply to BFMC s proposed project.
(G Need in the Service District for Special Equi pnent and

Services Wi ch are Not Reasonably and Econom cally Accessible in
Adjoining Areas: Section 408.035 (1)(f), Florida Statutes.

79. As discussed above, BFMC is | ocated appropriately for
t he establishnment of an additional adult kidney transpl ant

programin Transplant Service Area 3. The proposed project is
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needed to inprove access to the service.

29



(H Need for Research and Educational Facilities, Health
Care Practitioners, and Doctors of Osteopathy and Medicine at the
Student, Internship, and Residency Training Levels: Section
408. 035(1)(g), Florida Statutes.

80. BFMC s proposed project will provide educati onal
opportunities for the general public as well as nedical
prof essionals, residents, and students. |If the project is
approved, famly practice residents fromHalifax Medical Center
will rotate through the program Nursing students and allied
techni cal support students, such as physical therapists, wll
receive training in the program

(I') Availability of Resources Including Manpower,
Managenent Personnel, and Funds for Project Acconplishnment and
Operation; Effects the Project WIIl Have on Needs of Health

Professional Training Prograns in the District: Section
408. 035(1) (h), Florida Statutes.

81. AHCA stipulated that BFMC has the necessary resources
to establish and operate the proposed project. These resources
i ncl ude heal th manpower, nmanagenent personnel, and funds for
proj ect acconplishnment and operation. BFMCis willing to
condition approval of its CON application on the performance of a
study that would be defined by AHCA for the benefit of health
care in the state.

(J) Immediate and Long-term Financial Feasibility of the
Proposal : Section 408.035(1) (i), Florida Statutes.

82. The parties have stipulated that BFMC s proposed
project is financially feasible, imediately and in the |ong-
term

(K) Special Needs of Health Mintenance Organi zati ons:
Section 408.035(1)(j), Florida Statutes.
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83. The parties agree that this criteria does not apply to
BFMC s CON application.

(L) Needs and Circunstances of Those Entities Wiich Provide
a Substantial Portion of Their Services or Resources, or Both, to
I ndi viduals Not Residing in the District: Section 408.035(1)(k),
Fl orida Stat utes.

84. BFMC has not provided evidence that it currently
provi des a substantial portion of its services or resources to
individuals residing outside of its health planning district,
District 4. However, BFMC proposes to serve the ten-county area
conprising Transplant Service Area 3. This service area includes
portions of health planning Districts 3, 4, 7, and 9.

(M Probable Inpact of the Proposed Project on the Cost of

Provi di ng Health Services Proposed by the Applicant: Section
408. 035(1) (), Florida Statutes.

85. The parties stipulated that BFMC s application
denonstrates conpliance with this criteria.

(N) Costs and Methods of the Proposed Construction and the
Avai lability of Alternative, Less Costly, or Mdrre Effective
Met hods of Construction: Section 408.035(1)(m, Florida
St at ut es.

86. The parties stipulated that BFMS' s application
denonstrates conpliance with this criteria.
(O The Applicant's Past and Proposed Provision of Health

Care Services to Medicaid Patients and the Medically | ndigent:
Section 408.035(1)(n), Florida Statutes.

87. The parties stipulated that BFMS' s application
denonstrates conpliance with this criteria.
(P) The Applicant's Past and Proposed Provision of Services

VWhi ch Pronpbte a Conti nuumof Care in a Miultilevel Health Care
System  Section 408.035(1)(0), Florida Statutes.
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88. Halifax-Fish is a nultilevel health care system As
di scussed above, it provides a continuum of care through the

services of a HMO, PPO, honme health agencies, tertiary care (N CU

32



and bone-marrow transplant), adult and adol escent psychiatric
beds, skilled nursing beds, hospice, and |ong-term care.
(Q \Wether Less Costly, Mrre Efficient, or Mre

Appropriate Alternatives to the Proposed Inpatient Services are
Avai |l abl e:  Section 408.035(2)(a), Florida Statutes.

89. Less costly, nore efficient, or nore appropriate
alternatives to BFMC s proposed project are not avail abl e.
Expandi ng the existing programat Florida Hospital -O'l ando woul d
not inprove access for patients who are unwilling to travel to
Ol ando for evaluation, surgery, and followup services. BFMC
has the necessary staff and facilities to establish a successful
ki dney transplant program The applicant's utilization
projection is reasonabl e.

(R Wiether the Existing Facilities Providing Siml ar
| npatient Services Are Being Used in an Appropriate and Efficient

Manner: Section 408.035(2)(b), Florida Statutes.

90. Florida Hospital-Olando is being used in an
appropriate and efficient manner. Florida Hospital-Olando draws
patients primarily from Orange County, certain other counties in
the transplant service area, and out-of-state. It does not
attract a | arge percentage of transplant patients from Vol usi a
County. Florida Hospital-Olando's patient origin for kidney
transplants indicates that there is an existing geographic
barrier to service for residents in the service area.

(S) That Patients WII| Experience Serious Problens in
(bt ai ning I npatient Care of the Type Proposed, in the Absence of

t he Proposed New Service: Section 408.035(2)(d), Florida
St at ut es.

91. As discussed above, nmany persons now on dialysis, who
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are potential candidates for transplant, do not seek a transpl ant
because they do not have access to a programclose to their hone.
BFMC s proposed project will make it possible for these people in
Service Area 3 to obtain a transplant in or nearer to their
comunity. The project will definitely inprove access to the
proposed service for handi capped and mnority persons who find it
especially difficult to travel. BFMC has a history of providing
services to the chronically underserved.

V. RULE CRITERI A

92. Rule 59C-1.044(3)(c), Florida Adm nistrative Code,
requi res an age-appropriate (adult or pediatric) intensive care
unit which includes facilities for prolonged reverse isolation.
The applicant's proposal neets this requirenent. Additionally,
AHCA stipul ated that BFMC s application neets all architectural
and construction requirenents.

93. BFMC has denonstrated conpliance with Rule 59C
1.044(4)(f), Florida Adm nistrative Code. The proposed program
includes nutritionists with expertise in the nutritional needs of
transplant patients. M. Jayne Meade is a dietitian with
experience in wrking wth renal patients. Through the
partnership with Halifax Medical Center, M. Kim Koeving wll act
as a consultant renal dietitian. Based on Ms. Meade's
experience, supplenented by the expertise of M. Koeving, BFMC
conplies with this criteria. Furthernore, AHCA stipul ated that

BFMC s CON application nmet the specific criteria of
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Rul e 59C-1.044(8)(a)3, Florida Adm nistrative Code, which
requires the applicant to denonstrate the availability of
ancillary services, including post transplantation nutritional
servi ces.

94. BFMC al so denonstrated conpliance wwth Rule 59C
1.044(4)(g), Florida Admnistrative Code. That rule requires the
proposed programto include respiratory therapists with expertise
in the needs of transplant patients. BFMC has at |east four
respiratory therapists with expertise in the needs of transpl ant
patients. Two of the therapists are on duty at all tines.

95. As to Rule 59C-1.044(8)(a)2., Florida Adm nistrative
Code, BFMC has denonstrated that outpatient services for the
proposed program are avail able. These services include renal
di al ysis and anbul atory renal clinic services. BFMC neets this
requi renent through an agreenent with Southeast Acute Care
Ser vi ces.

96. As to Rule 59C-1.044(8)(b)3., Florida Adm nistrative
Code, BFMC s transpl ant team i ncl udes physicians who are board-
certified or board-eligible in the areas of anesthesi ol ogy,
nephrol ogy, and psychiatry. There is no board certification for
vascul ar surgery. Dr. Mrris, the transplant surgeon, is board-
certified in general surgery with a certificate in transplant
surgery. Dr. Mrris practices general, vascular, and thoracic
surgery. Dr. Toub, the back-up transplant surgeon, is board-

certified in surgery. Dr. Toub practices general, vascular and
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non-cardi ac thoracic surgery. He also has experience in kidney
transpl ant ati on.

97. BFMC' s programw ||l have two transpl ant physici ans.

Dr. Chattopadhyay is board certified in internal nedicine and
nephrology. Dr. Latif is certified in internal medicine and
board eligible in nephrology, awaiting the results of his boards.

98. The proposed project wll have a board certified
urol ogist, Dr. Green, on the team

99. As to Rule 59C-1.044(8)(b)4., Florida Adm nistrative
Code, BFMC s application denonstrates that it includes a renal
dietitian on its own staff as well as on the staff at Halifax
Medi cal Center. Additionally, the teamw Il include an
experienced nephrology nurse, Valerie Holley, RN M. Holley
has extensive experience with patients who have chronic renal
failure.

100. As to Rule 59C-1.044(8)(b)6., Florida Adm nistrative
Code, BFMC denonstrated that Dr. Ganer is an anesthesi ol ogi st
wi th experience in both kidney and heart transpl ants.

101. As to Rule 59C-1.044(8)(d)3., Florida Adm nistrative
Code, BFMC submtted data and information indicating a projected
utilization of 19 transplants in the first year of operation, and
25 transplants in the second year of operation. These
proj ections appear to be reasonabl e and achi evable. They are
based on a reasonabl e cal cul ati on of the percentage of persons

currently on dialysis in the transplant service area who are
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potential candi dates for transplantation.

102. Despite the requirement of AHCA' s rule, there is no
evi dence of a state or national standard which can serve as
"commonly accepted criteria” for determ ning the nunber of
di al ysis patients who are potential kidney transplant recipients.

103. BFMC s CON application denonstrates conpliance with

all other applicable rule criteria.
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CONCLUSI ONS OF LAW

104. The Division of Adm nistrative Hearing has
jurisdiction over the parties and the subject matter of this
proceedi ng pursuant to Sections 120.569 and 120.57(1), Florida
St at ut es.

105. An applicant has the burden of establishing its
entitlement to a CON for an adult Kkidney transplant program

Boca Raton Artificial Kidney Center, Inc. v. Departnent of Health

and Rehabilitative Services, 475 So. 2d 260 (Fla. 1st DCA 1985).

106. Bal anced consideration of all applicable statutory and
rule criteria denonstrates that BFMC has net its burden in this
case.

(A) State and Local Health Pl ans

107. BFMC s application is consistent wwth a significant
nunber of the District 4 health plan recommendati ons and the
state health plan preferences.

108. BFMC' s argument that the 1993 State Health Plan does
not apply to its application is not persuasive. In 1997, the
Legi slature deleted the criteria in Section 408.035(1)(a),
Florida Statutes, regarding need in relation to the applicable
state health plan. However, Section 408.035(1)(a), Florida
Statutes (1997), does not apply to CON applications filed prior
to July 1, 1997. Ch. 97-270, Sections 2, 14, and 15, Laws of
Fla. Any evaluation of a CON application filed prior to that

date nust consider state health plan preferences as a statutory
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requirenent. BFMC filed its application on March 26, 1997. The
1993 State Health Plan was still in effect at that tine.

109. O the eight state health plan preferences that apply
to all proposed transplant progranms, BFMC denonstrated ful
conpliance wth three preferences and partial conpliance wth at
| east two ot her preferences.

110. District 4 has six local health plan preferences which
apply here. BFMC denonstrated full conpliance with four of these
preferences and partial conpliance with one additional
pr ef er ence.

111. Local health plan preferences for Districts 3, 7, and
9 are not applicable here. The plain | anguage of Section
408.035(1)(a), Florida Statutes, as well as the specific rule
provi si ons governing transpl antation services, denonstrate that
BFMC only has to conply with District 4 health plan allocation
factors.

(1) The agency shall determ ne the
reviewability of applications and shal
review applications for certificate-of-need
determ nations for health care facilities and
servi ces, hospices, and heal th nai ntenance
organi zation in context wwth the foll ow ng
criteria:

(a) The need for the health care facilities
and services and hospi ces being proposed in
relation to the applicable district plan and
state health plan, except in energency

ci rcunst ances which pose a threat to the
public health

Section 408.035(1)(a), Florida Statutes. (Enphasis Added.)

112. Section 408.032(5), Florida Statutes, defines
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"district" as "a health service planning district conposed of the
followng counties: . . . District 4.--Baker, Nassau, Duval,
Clay, St. Johns, Flagler, and Vol usia Counties."

113. Rule 59C-1.044, Florida Adm nistrative Code,
establishes four transplant service planning areas, each of which
is conprised of two or nore health service planning districts, in
addition to one or nore selected counties fromother districts.
There is no transplant service area health plan. Likew se, there
is no specific rule provision requiring a transplant applicant to
denonstrate conpliance with local health plan allocation factors
for the applicable service in each district within the transpl ant
servi ce planni ng area.

(B) Statutory and Rule Criteria

114. AHCA stipul ated that BFMC net a significant nunber of
the applicable statutory and rule criteria. BFMC denonstrated
conpliance with the remaining criteria at final hearing.

115. The greater weight of the evidence indicates that the
proposed project is capable of neeting its projected nunber of
transpl ant cases during its first two years of operation, is
financially feasible in the i Mmediate and long-term and wl|
i nprove access to quality renal transplantation services in an
under served area of the state.

116. The proposed program has al ready been accepted for
menbership in UNOCS. This nmenbership indicates that BFMC s ki dney

transpl ant program neets all of the national standards. It is
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capabl e of being inplenented upon recei pt of state approval.

117. BFMC presented persuasive evidence of need for the
proposed program according to the applicable statutes and
adm ni strative rules. Independent data showed that Florida |ags
behind states with simlar dialysis populations with regard to
t he nunber of transplantation prograns per dialysis popul ation.
BFMC denonstrated that Florida transplants fewer kidneys than
woul d be expected given the nunber of people on dialysis and the
nunber of avail abl e ki dneys.

118. Expanding the capacity for kidney transplants at
Florida Hospital-Olando will not inprove access for patients who
woul d rather remain on dialysis, at a higher cost to the health
care system than seek a transplant at a facility located fifty
mles fromtheir home and famly.

(© Need Anal ysis

119. BFMC has denonstrated conpliance with Rule 59C
1.044(8)(d), Florida Adm nistrative Code. Florida Hospital-
Ol ando perforned in excess of 100 kidney transplants in the nost
recent cal endar year preceding BFMC s application. The rule only
requi red the existing kidney transplant programto perform 30
transpl ants before a new program coul d be consi dered.

120. Additionally, BFMC s application denonstrates that its
proj ected nunber of transplants will exceed the m ni num nunber of
15 transpl ants per year for the first two years of the program

The greater weight of the evidence indicates that BFMC s
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proj ections are reasonabl e and achi evabl e based on a percent age
of the nunber of persons on dialysis who would |ikely seek out
transpl antation, as well as the increase in donations which

typically occurs with the establishnment of a new program

42



(D) Tertiary Services

121. There is no statutory or rule requirenent that a
ki dney transplant programbe |ocated in a hospital that has a
certain nunber of inpatient beds, or which offers a "tertiary"
service. Wile nost other transplant prograns are required to be
| ocated in teaching hospitals and/or hospitals with research
affiliations, there is no such requirenent applicable to kidney
transplantation. See Rule 59C-1.044, Florida Adm nistrative
Code.

122. There is no evidence that kidney transplantation
requires the support of another tertiary service. A successful
ki dney transpl antation program depends on the nedical team the
availability of needed services, and the |level of quality of
care. BFMC has denonstrated that it neets all of these criteria.

123. The purpose of limting tertiary services to a few
providers is to "ensure the quality, availability and cost-
ef fecti veness of such service." Section 408.032(19), Florida
Statutes. This statutes was not intended to prohibit the
establ i shnment of needed services. The tertiary nature of ki dney
transpl ant has not prevented AHCA from approvi ng second prograns
in three of the four transplant service areas in the state.

124, O the six existing adult kidney transplantation
prograns in Florida, one-half are not |ocated in teaching or
research hospitals.

125. BFMC has denonstrated that its programw | be
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operated by a teamof qualified specialists with denonstrated
expertise in kidney transplantation, that it will be staffed by
qualified and experienced nedical and ancillary staff, and that
it will be housed in state-of-the-art facilities which neet each
requi renment for establishing an adult kidney transplantation
progr am

126. BFMC is already perform ng conpl ex procedures carrying
much hi gher DRG wei ghts, signifying higher conplexity and use of
resources, than that established for kidney transplantation. O
all the transplant procedures, kidney transplantation carries the
| onest DRG wei ght.

127. A new program at BFMC wil| address the need for an
additional transplant programin the state, and particularly in
transplant service area 3. The programis ready for
i npl enment ati on upon state approval. The Halifax-Fish partnership
provides that ability to link the services at BFMC with all of
the nmedi cal specialties and support available at Halifax Medical
Cent er.

RECOMVENDATI ON

Based on the forgoi ng Findings of Fact and Concl usi ons of
Law, it is recommended that AHCA enter a Final Order granting
BFMC s CON application No. 8724 for an adult Kkidney

transpl antation program
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DONE AND ORDERED this 12th day of March

Tal | ahassee,

COPI ES FURNI SHED

Ri chard A Patterson

Agency for Health
Care Adm ni stration

2727 Mahan Drive

Tal | ahassee,

R Terry Rigsby, Esquire
Bl ank, Ri gsby and Meenan,
204 South Monroe Street

Tal | ahassee, Florida 32301

R Sam Power, Agency O erk
Agency for Health

Care Adm nistration
Building 3, Suite 3431
2727 Mahan Drive
Tal | ahassee, Florida 32308

Paul J. Martin, Esquire
Agency for Health
Care Adm nistration
2727 Mahan Drive
Tal | ahassee, Florida 32308

Dougl as M Cook, Director
Agency for Health
Care Adm ni stration
2727 Mahan Drive
Tal | ahassee, Florida 32308

Esquire

P. A

1998, in

Leon County, Florida.

SUZANNE F. HOCD

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

Filed with the Cerk of the
Di vi sion of Adm nistrative Hearings
this 12th day of March, 1998.

Florida 32308-5403
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NOTI CE OF RIGHT TO SUBM T EXCEPTI ONS

Al parties have the right to submt witten exceptions within
15 days fromthe date of this Recomended Order. Any exceptions
to this Recomended Order should be filed with the agency that
will issue the Final Oder in this case.
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