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RECOMVENDED ORDER

Pursuant to notice, a final hearing was held in this case
on August 23, 2006, in Fort Myers, Florida, before Susan B
Harrell, a designated Adm nistrative Law Judge of the D vision
of Admi nistrative Hearings.

APPEARANCES

For Petitioner: Irving Levine, Esquire
Departnent of Health
4052 Bald Cypress Way, Bin C65
Tal | ahassee, Florida 32399-3265

For Respondent: Bruce D. Lanb, Esquire
Ruden, M osky, Smith, Schuster
& Russell, P.A
401 East Kennedy Boul evard, 27th Fl oor
Tanpa, Florida 33602

STATEMENT OF THE | SSUES

The issues in this case are whet her Respondent vi ol at ed

Subsections 458.331(1)(n), 458.331(1)(t), and 458.331(1)(u),



Florida Statutes (1997),! and, if so, what discipline should be
i nposed.

PRELI M NARY STATEMENT

On April 19, 2005, Petitioner, Departnent of Health, Board
of Medicine (Departnent), filed a three-count Adm nistrative
Conpl ai nt agai nst Respondent, Scott Lee Geller, MD.

(Dr. Celler), alleging that he viol ated Subsections
458.331(1)(t), 458.331(1)(m), and 458.331(1)(u), Florida
Statutes (1997). On Decenber 30, 2005, the Departnent filed
Amendnents to the Adm nistrative Conplaint. Dr. Celler
requested an adm nistrative hearing, and the case was forwarded
to the Division of Admi nistrative Hearings on January 4, 2006,
for assignment to an adm nistrative | aw judge.

The final hearing was originally scheduled for April 27
and 28, 2006. Dr. Celler filed a Mdtion to Continue, which was
granted, and the final hearing was reschedul ed for June 28
and 29, 2006. Dr. Celler again requested the final hearing be
reschedul ed, and his request was granted by an order
rescheduling the final hearing for August 22 and 23, 2006.

On August 8, 2006, Petitioner filed Petitioner's Mtion for
O ficial Recognition, requesting that official recognition be
t aken of Subsections 458.331(1)(n), 458.331(1)(t), and
458.331(1)(u), Florida Statutes (1997). O ficial recognition

was taken of those statutes by order dated August 9, 2006.



At the final hearing, the Departnment made an ore tenus
notion to anmend the Administrative Conplaint to correct a
scrivener's error. The notion was granted, and the
Adm ni strative Conplaint was anmended to reflect the correction
of the scrivener's error.

The parties entered into a Joint Pre-Hearing Stipul ation
and stipulated to certain facts contained in Section E of the
Joint Pre-Hearing Stipulation. Those facts have been
incorporated into this Recoomended Order to the extent rel evant.

At the final hearing, Joint Exhibit 1, the nedical records
for patient P.K, was admtted in evidence. Petitioner's
Exhibits 1, 2, and 3 were admtted in evidence. The Depart nent
subm tted the depositions of P.K and Osana Hassan Mhaned Omar,
MD., inlieu of live testinony. Dr. Celler testified in his
own behal f and call ed Janes Rowsey, MD., as his w tness.
Respondent's Exhibits 1, 2, and 3 were adnitted in evidence.
Respondent's Exhibit 2, the deposition of Herbert L. Gould,
MD., was filed on Septenber 13, 2006, as a late-filed exhibit.

The one-volune Transcript of the final hearing was filed on
Septenber 7, 2006. The parties agreed to file their proposed
recommended orders within ten days of the filing of the
Transcript or the deposition of Dr. Gould, whichever was |ater.

The parties tinely filed their proposed recommended orders.



FI NDI NGS OF FACT

1. The Departnent is the state departnment charged with
regul ating the practice of nedicine pursuant to Section 20.43,
and Chapters 456 and 458, Florida Statutes (2006).

2. At all times material to this proceeding, Dr. Geller
was a licensed physician within the State of Florida, having
been issued |icense nunber 35800 on Decenber 18, 1979.

Dr. Celler is board-certified in Ophthal nol ogy.

3. Patient P.K first presented to Dr. Celler's office on
February 17, 1998, for evaluation for refractive surgery. At
the tine of her first visit, P.K was 56 years old. She had
been experiencing difficulty tolerating contact |enses due to
dry eyes, seasonal allergies, and sone night vision problens,
and did not want to wear gl asses.

4. Prior to P.K's first visit to Dr. Celler, P.K had
been evaluated by Dr. Jonathan Frantz to deternmine if she was a
good candi date for |aser refractive surgery. Dr. Frantz
informed P. K. that she was not a candidate for |aser refractive
surgery.

5. Dr. Celler examned P.K 's eyes on February 17, 1998,
at which tinme he recorded P.K 's visual acuity with corrective
| enses for both eyes. He did not record her uncorrected visual
acuity. The evidence did not establish that the failure to

determ ne and record P.K 's uncorrected visual acuity prior to



surgery was below the | evel of care, skill, and treatnent which
is recogni zed by a reasonably prudent simlar physician as being
accept abl e under simlar conditions and circunstances.

6. During the exam nation on February 17, 1998, Dr. Geller
determned P.K. 's anterior chanber depth to be 2.78 by using an
optical device and 2.76 - 2.8 by using a sonogram Dr. Herbert
Goul d testified as an expert witness for Dr. Celler. It was
Dr. Gould' s opinion that at least 2.8 mllinmeters of depth was
needed in the anterior chanber for the insertion of a phakic
lens. Dr. OCsama Omar testified as an expert for the Departnent.
Dr. Omar was of the opinion that an anterior chanber depth of
three mllineters was needed for the insertion of a phakic
i ntraocul ar | ens; however, Dr. Omar's opinion was based on a
course that he had taken involving an Artisan |ens, not a Phakic
6 intraocul ar | ens, which was used in P.K 's surgery.

Dr. Gould's testinony concerning the anterior chanber depth
needed for the insertion of a phakic lens is nore credible.

7. Dr. Geller neasured P.K 's preoperative endotheli al
cell count for both eyes by specular mcroscopy. The reading
was nore than 2400. Based on his exam nation of February 17,
1998, Dr. Celler diagnosed P.K. with hyperopia (farsightedness)
in both eyes.

8. Dr. Celler told P.K. that he could inplant a phakic

intraocular lens in each eye that could correct the refractive



errors. Wen a phakic intraocular lens is used, the patient's
natural, crystalline lens is left in place, and the intraocul ar
lens is placed either right in front of the iris or in the pupi
area plane right behind the iris.

9. Dr. Celler discussed the risks and benefits associ at ed
with the insertion of a phakic intraocular lens with P.K and
made a notation of the discussion on P.K. 's nedical records for
February 17, 1998. Hi s notes established that he had di scussed
over and under correction, fluctuating vision, corneal disease,
and future surgery with her.

10. P.K was scheduled for the insertion of a phakic
intraocular lens in her left eye on March 10, 1998, and in her
right eye on March 31, 1998. P.K signed a consent formfor
each surgery scheduled to be perfornmed. The consent forns
provi ded:

| NFORVED CONSENT FOR LENS | MPLANTATI ON
CORRECT!I ON OF REFRACTI VE ERRORS

Dear Pati ent,

The South Florida Eye dinic and Dr. Scott
L. Geller have prepared this "inforned
consent” so that you may understand sone of
the major details of 'permanent contact

| ens' intraocular lens inplantation. This
i nformed consent naturally is limted in
scope and we will just address sonme nmjor
issues related to all ophthal mc surgery.
Your discussion wth Dr. Celler can

el aborate on any of these issues and can
touch on other considerations that you may
have.



| mpl ants perforned for correction of
refractive error (to get you mnim

eyegl ass correction, or no eyegl ass
correction at all) have been perforned since
the early 1950's. However, in the last ten
years, they have been w dely perforned

t hroughout the world especially in Europe
and South Anerica. Lens inplants for
correction of refractive errors are
performed by individual doctors in the
United States under 'the scope of nedica
practice." At this juncture no FDA approved
| enses are available. The |enses being used
in our practice have been obtai ned by

Dr. Celler for use in our ongoing clinical
studies for correction of errors of
refraction.

Lens inplants have been perforned by our
office during and after cataract surgery for
t he past 15 years and Dr. Celler has
extensi ve experience in all lens inplant
operations. The lens inplant operation for
the correction of refractive error is very
simlar to the operation perforned for
correction of aphakia that has been done by
opht hal nol ogi st [sic] worldw de for well

over 20 years. Lens inplant for refractive
error however have [sic] only been perforned
wi dely for about the past eight years. W
can only predict based on our experience
with this and simlar surgeries that the
operation is safe and effective. However we
cannot predict the future and we want you to
understand this.

The problens that can be associated with any
ki nd of intraocular surgery include [sic]
intraocular lens inplantations are
henorrhage, infection, cataract, glaucons,
and the necessity for future cornea

surgery. We will remnd you that these are
potential problenms that can occur with any
simlar surgery, and are rarely seen during
t he career of any ophthal nol ogi st.



There have been reported optical aberrations
rarely after lens inplantation surgery,
notably glare or a refractive error that is
not exactly as predicted. This may
necessitate a change of the lens or a

revi sion of the wound. These problens are
extrenely rare.

Dr. Celler wants to assure you that he is
totally confident that this procedure is the
nost effective for you at this time. In
studying this procedure under a world
renowned opht hal nol ogi st and has seen

pati ents who have had several years or
internal contact lens use. If you should
have any further questions, please don't
hesitate to ask Dr. GCeller directly.

11. Dr. Celler told P.K that he had done many | ens
inplants. Dr. Celler's assistant also told P.K that Dr. Celler
had been doing lens inplants for a long tine with good results.
Based on the representations fromDr. Geller and his assistant
and the information contained in the consent form P.K
under st andably was left with the inpression that Dr. Geller had
been doing the inplantations of Phakic 6 intraocular |enses in
his office on a regular basis and that he had done many of the
i npl antati ons w thout problens.

12. On March 10, 1998, when Dr. GCeller perforned the
schedul ed I ens inplantation surgery on P.K's left eye, he noted
her corrected visual acuity, but did not record her uncorrected
visual acuity. During the surgery, Dr. Celler inserted a

Phakic 6 intraocul ar | ens manufactured by Ophthal m ¢ I nnovati ons

into P.K's left eye.



13. On March 31, 1998, P.K presented at Dr. Geller's
office for lens inplantation in her right eye. Prior to the
surgery, Dr. Celler checked the uncorrected visual acuity of
P.K. "s right eye, which was 20/150. During the surgery,

Dr. Geller inserted a Phakic 6 intraocul ar | ens manufactured by
Ophthal m ¢ I nnovations into P.K 's right eye.

14. In March of 1998, the | enses which were inserted in
P.K.'s eyes were not approved by the Food and Drug
Adm ni stration (FDA). The Phakic 6 intraocul ar | ens had been
approved for use in Canada and some countries in Europe, Asia,
and South America. At the time of P.K 's surgery, the phakic
| enses were not avail abl e through standard, nminstream
comrercial sources within the United States.

15. Dr. Orar opined that the use of a | ens which has not
been approved by the FDA falls bel ow the standard of care which
shoul d be used by a reasonably prudent simlar physician.

Dr. Herbert Gould and Dr. Janes Rowsey, who also testified as
expert witness for Dr. Geller, opined that the use of a |l ens
whi ch has not been approved by the FDA, by itself, does not
equate to a failure to practice with that |evel of care, skill,
and treatnment, which is recognized by a reasonably prudent
simlar physician as being acceptable under simlar conditions
and circunstances. The testinony of Drs. Gould and Rowsey are

nmore credi bl e. It should be noted that the FDA did not ban the



use of the Phakic 6 lens, but that the | ens had not been

i nvestigated and approved by the FDA. There have been ot her
products whi ch have not been approved by the FDA, but which
physi ci ans use without falling bel owthe standard of care

requi red of the physicians. One such product is glue which was
used by physicians in eye surgery.

16. P.K returned to Dr. Celler's office for
postoperative care in March and April 1998. She was in Canada
during the sumrer of 1998 and did not see Dr. Geller from Apri
to October 1998. On COctober 15, 1998, P.K presented to
Dr. Geller conplaining of sensitivity to |light and poor visua
acuity. Dr. Celler diagnosed P.K. as having iritis.

17. On Cctober 21, 1998, Dr. Geller indicated in P.K's

nmedi cal notes to "get spec micros ou,” which indicates a
specul ar m croscopy for both eyes. Such a test would indicate
P.K.'s endothelial cell count. Dr. Geller's notes indicate a
simlar entry on Novenber 2, 1998. Dr. Geller's nedical notes
for P.K 's visit on Novenber 17, 1998, indicate "spec done ou,"
but reveal a pachynetry readi ng of 56/48 and do not indicate an
endot helial cell count. Pachynetry is a test which is used to
determne the health of a cornea by neasuring the thickness of
the cornea. The specul ar m croscopy neasures the endotheli al

cell density of the cornea. The testinony of Dr. Orar is

credited that a postoperative specular m croscopy was required
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to be done in order to conpare the preoperative and
post operative endothelial cell counts.

18. On Novenber 17, 1998, Dr. Geller identified a corneal
edema in P.K 's right eye. He did not refer P.K to a cornea
specialist. Dr. Geller had experience in treating corneal
probl ems, including perform ng corneal transplants. Hi's
experience and training was sufficient to treat P.K 's corneal
edema wi thout having to refer her to a corneal specialist.

Dr. Geller treated the edema with anti-inflammtory drugs. The
edenma continued to be present on subsequent visits on

Decenber 1, 3, and 9, 1998. On Decenber 9, 1998, Dr. Celler
recommended the renoval of the phakic intraocular lens from
P.K's right eye. He renoved the |ens on Decenber 15, 1998.

Dr. Geller provided postoperative care for P.K. through

March 1999. P.K did not return to see Dr. Celler after

March 1999.

19. P.K returned to Canada and in June 1999 saw Dr. Peter
J. Agapitos, who diagnosed her with corneal edema in both eyes
and recomrended that P.K. return to Florida to have Dr. Geller
renove the intraocular lens in the left eye. On June 21, 1999,
P.K called Dr. Geller's office conplaining that her |left eye
was very sensitive to light, crusty, and irritated. Dr.

Celler's office referred P.K. to a physician in Canada.
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20. P.K had the intraocular lens in her |left eye renoved.
Addi tionally, she has required cataract surgery and nore than
one corneal transplant since Dr. Celler perfornmed the phakic
i ntraocular lens inplantations.

21. Dr. Orar was of the opinion that the inplantation of a
phakic intraocular lens to treat refractive error was
experinmental in 1998. He defined "experinental"” as "a treatnent
that's currently untested, not developed to the point which can
be offered in a mainstream fashion, has not denonstrated safety,
ethicacy [sic] in the correction of the problemthat the patient
may need." Drs. Gould and Rowsey did not feel that the
procedure was experinental by 1998. Dr. Rowsey did opine that
t he procedure was "uncommon"” in the United States.

22. Physicians in Europe, Asia, and South Anerica were
doi ng phakic intraocular inplants during the 1980's. By 1998,
there were peer reviewed literature published concerning phakic
i ntraocul ar inplants and a consi derabl e anount of presentations
gi ven concerni ng the use of phakic intraocular |enses. The
production of the Phakic 6 intraocul ar | ens began in 1992, and
by the time of P.K 's surgery, approximtely 4,000 to 5,000
i npl ants of the Phakic 6 intraocular | ens had been done
successfully worl dwi de. However, few physicians in the United
States were perform ng phakic intraocular |ens inplantations by

1998, and only a coupl e of dozen phakic intraocul ar |ens

12



i npl ants had been done in the United States by 1998,
representing | ess than one percent of the total intraocular |ens
inplantations. 1In 1998, there was no doctor in the United
States who was routinely inplanting these | enses except as part
of a study.

23. In 1997, Dr. Geller went to New York City to the
surgery center of Dr. Mles Glin, who was perform ng
i npl antati ons of phakic intraocular |enses. Dr. Geller observed
several preoperative and postoperative cases on the day he
visited Dr. Galin. Dr. Celler also "scrubbed in" and observed
at | east one inplantation being performed by Dr. Galin. Prior
to performng surgery on P.K, Dr. Geller had perforned | ess
than five inplantations of phakic intraocular | enses and had
reviewed literature in American and European journal s concerning
phaki c i ntraocul ar | enses.

24. The procedures and skills used to insert an
intraocular lens inplant are substantially simlar to those
procedures and skills necessary to place an anterior chanber
lens after a cataract removal. Dr. Geller's practice involves
anterior segnent surgery, including cataract surgery. The
evi dence established that Dr. Geller had adequate education and

training to be able to insert phakic intraocular |enses.
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CONCLUSI ONS OF LAW

25. The Division of Admi nistrative Hearings has
jurisdiction over the parties to and the subject matter of this
proceedi ng. 88 120.569 and 120.57, Fla. Stat. (2006).

26. The Departnent has the burden to establish the
all egations in the Adm nistrative Conplaint by clear and

convi nci ng evidence. Departnent of Banking and Fi nance v.

Gsborne Stern and Co., 670 So. 2d 932 (Fla. 1996). The

Departnent has alleged that Dr. CGeller violated Subsections
458.331(1)(m, 458.331(1)(t), and 458.331(1)(u), Florida
Statutes, which provide:

(1) The followi ng acts shall constitute
grounds for which disciplinary action
specified in subsection (2) may be taken:

* * *

(m Failing to keep legible, as defined by
departnent rule in consultation with the
board, nedical records that identify the

i censed physician or the physician extender
and supervi si ng physician by name and

prof essional title who is or are responsible
for rendering, ordering, supervising, or
billing for each diagnostic or treatnent
procedure and that justify the course of
treatnment of the patient, including, but not
limted to patient histories; exam nation
results; test results; records of drugs
prescri bed, dispensed, or adm ni stered; and
reports of consultations and

hospi talizati ons.
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(t) Goss or repeated mal practice or the
failure to practice nedicine with that

| evel of care, skill, and treatnent which
is recogni zed by a reasonably prudent
simlar physician as bei ng acceptabl e under
simlar conditions and circunstances. The
board shall give great weight to the

provi sion of s. 766.102 when enforcing this
paragraph. . . . As used in this paragraph,
"gross mal practice” or "the failure to
practice nedicine with that |evel of care,
skill, and treatnment which is recogni zed by
a reasonably prudent sim |l ar physician as
bei ng acceptabl e under simlar conditions
and circunstances," shall not be construed
to require that a physician be inconpetent
to practice nedicine in order to be

di sci plined pursuant to this paragraph.

(u) Perform ng any procedure or prescribing
any therapy which, by the prevailing
standards of nedical practice in the
comunity, would constitute experinentation
on a human subject, w thout first obtaining
full, informed, and witten consent.

27. The Departnent alleged in the Adm nistrative Conpl aint
that Dr. Geller violated Subsection 458.331(1)(n), Florida
Statutes, by failing to record P.K 's preoperative corrected and
uncorrected visual acuity; P.K 's endothelial cell count; and
P.K. '"s anterior chanber depth. The evidence established that
Dr. Geller did determ ne and record the preoperative corrected
visual acuity for both of P.K's eyes, did determ ne and record
t he preoperative uncorrected visual acuity for P.K. 's right eye,

but did not determi ne and record the preoperative uncorrected

visual acuity for P.K.'s left eye. However, the Departnent did

15



not clearly and convincingly establish that the preoperative
uncorrected visual acuity of P.K was required to be determ ned.

28. The evidence established that Dr. Celler did determne
and record the anterior chanber depth for both of P.K 's eyes.

29. The evidence established that Dr. Celler did determne
and record P.K 's preoperative endothelial cell count, but did
not determ ne and record her postoperative endothelial cel
count. Although Dr. Geller's records appear to indicate that a
specul ar m croscopy was done postoperatively, the results of
such a test were not recorded. The Departnent has established
by cl ear and convincing evidence that Dr. Geller violated
Subsection 458.331(1)(m, Florida Statutes, by failing to record
P.K.'s postoperative endothelial cell count.

30. The Departnent alleged in the Adm nistrative Conpl ai nt
that Dr. Celler violated Subsection 458.331(1)(t), Florida
Statutes, by the follow ng acts:

a. Inserting a non-FDA approved phakic
intraocul ar lenses into Patient P.K 's

[ eyes] without adequate education and

t r ai ni ng.

b. Failing to keep |egible nedical records
that justified the course of treatnent of
Patient P.K.

c. Failing to determ ne and/or record the
preoperative visual acuity, with or w thout
gl asses, of Patient P.K

d. Failing to determ ne the Endotheli al
Cell Count and Anterior Chanber Depth of
Patient P.K

e. Failing to properly enphasize to Patient
P.K. in the informed consent the extent of

16



t he experinental nature and unpredictable

outcone of the surgery.

f. Failing to discuss the risks and

benefits of the surgery to Patient P.K

g. Failing to tinmely refer Patient P.K to

speci al i zed consul tations.

h. Failing to nmake an adequat e assessnent

of Patient P.K 's conplaints and synptons.

31. The Departnent failed to establish by clear and
convincing evidence that Dr. Celler inserted that the phakic
i ntraocul ar | enses w thout adequate education and training. The
evi dence established that Dr. Celler was board-certified and had
many years of experience in inserting anterior chanber |enses.
The skills and procedures necessary for inserting anterior
chanber | enses are simlar to those needed for inserting phakic
intraocular lenses. He had reviewed literature that was
avai | abl e concerning i nplantati on of phakic intraocul ar |enses
and had gone to New York City to observe Dr. Mles Glin perform
t he surgery.
32. It is undisputed that the Phakic 6 intraocul ar |enses

that were inserted were not approved by the FDA in 1998.
However, the Departnent has failed to establish that the use of
a lens not approved by the FDA equates to a failure to practice
medicine with that |level of care, skill, and treatnment which is

recogni zed by a reasonably prudent simlar physician as being

acceptabl e under simlar conditions and circunstances.
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33. The Departnent did establish that Dr. Geller failed to
obtain the preoperative uncorrected visual acuity of P.K.'s left
eye. The Departnent failed to establish by clear and convinci ng
evidence that the level of care, skill, and treatnment which is
recogni zed by a reasonably prudent simlar physician as being
acceptabl e under simlar conditions and circunstances required
that P.K 's preoperative uncorrected visual acuity be determ ned
as part of her eval uation.

34. The Departnment argued in its proposed recomended
order that Dr. Celler failed to keep nedical records that
justified the course of treatnent of P.K "in that preoperative
uncorrected visual acuity for one or both eyes was absent
thereby failing to establish a baseline for postoperative care
and further treatnment." Because the Departnent failed to
establish that it was necessary for Dr. Celler to get a
preoperative and postoperative uncorrected visual acuity, it has
failed to establish that Dr. Celler failed to keep nedica
records that justified the course of treatnent for P.K

35. The Departnent failed to establish by clear and
convincing evidence that Dr. Geller should have referred P.K to
a corneal specialist after she began experiencing corneal edema
The evi dence denonstrated that Dr. Geller had sufficient
trai ning and experience to treat the corneal problens that P.K

experienced when she presented to himw th corneal edena.
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36. The Departnment failed to establish by clear and
convi nci ng evidence that Dr. Geller did not nmake an adequate
assessnent of P.K 's conplaints and synptons, in that Dr. Geller
failed to properly evaluate P.K. 's candidacy for inplanting a
phaki ¢ i ntraocul ar | ens because the anterior chanber depth was
| ess than the m ninum anterior chanber depth needed for
insertion of a phakic intraocular lens. There was at |east one
readi ng fromthe sonogramthat showed the anterior chanber depth
at 2.8. P.K 's anterior chanber depth was marginal, but within
the m ni num dept h needed of 2.8.

37. The Departnent did establish that Dr. Celler violated
Subsection 458.331(1)(t), Florida Statutes, by failing to get a
postoperative endothelial cell count. Dr. Celler got a
preoperative endothelial cell count, but did not get a
post operative endothelial cell count with which to conpare to
t he preoperative baseline. Thus, he failed to practice nedicine
with that |evel of care, skill, and treatnment which is
recogni zed by a reasonably prudent sinmlar physician as being
acceptabl e under simlar conditions and circunstances.

38. The Departnent failed to establish by clear and
convincing evidence that Dr. Geller failed to discuss the risks
and benefits of the surgery with P.K Dr. Geller's notes

i ndi cate that he had di scussed the risks with P.K., and the
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i nformed consent formwhich P.K read and signed specifically
set forth the potential risks involved with the surgery.

39. The Departnent failed to establish by clear and
convincing evidence that Dr. CGeller failed to tinely refer the
patient for specialized consultations.

40. The Departnent alleged in the Adm nistrative Conplaint
that Dr. Geller violated Subsection 458.331(1)(u), Florida
Statutes, by "experinment[ing] on a human subject w thout
obtaining full, informed, and witten consent when he pl aced
phaki c intraocular lenses in Patient P.K 's eyes without fully

detailing the known risks of the procedure.” |In Rush v. Parham

625 F.2d 1150 (5th GCr 1980), the Fifth Crcuit considered the
experinmental nature of treatnent for purposes of Medicaid
coverage, stating that in making a determ nation of whether a
service is experinental "a basic consideration is whether the
service has conme to be generally accepted by the professional
community as an effective and proven treatnment for the condition
for which it is being used.” 1d. at 1156 n.11. Experinental
treatment was equated to treatnent that "is not generally
accepted, is rarely used, novel, or relatively unknown." Id.
Based on the definition of experinmental set forth in Rush and as
stated by Dr. Orar, the use of a phakic intraocular |ens for

refraction correction was experinmental. 1In 1998, it was

uncomon for the phakic intraocular I enses to be used to treat
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refractory error in the United States. By 1998, only a couple
of dozen such inplantations had been done in the United States,
and no doctor was doing it on a routine basis, except as part of
a study.

41. The infornmed consent form which P.K signed,

di scussed the use of the procedure outside the United States,
but did not adequately informher of the extent that the
procedure was being done in the United States. Additionally,
the consent formstated that Dr. Celler had "extensive
experience in all lens inplant operations.” He did not have
extensi ve experience in using phakic intraocular |enses to
corrective refractory errors. P.K was not fully infornmed of
the experinental nature of the procedure nor was she informed of
the | ack of experience that Dr. Geller had in inplanting these
types of lenses for refractive correction.

42. The Departnment has established by clear and convinci ng
evidence that Dr. Geller violated Subsection 458.331(1)(u),
Florida Statutes, by failing to obtain full and inforned consent
fromP.K prior to performng the inplantation of the Phakic 6
i ntraocul ar |l enses. Additionally, the Departnent established by
cl ear and convincing evidence that Dr. Geller violated
Subsection 458.331(1)(t), Florida Statutes, by failing to
properly enphasize to P.K. the experinmental nature of the

procedure. Thus, Dr. Celler failed to practice nedicine with
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that | evel of care, skill, and treatnent which is recogni zed by
a reasonably prudent simlar physician as bei ng acceptabl e under
simlar conditions and circunstances.

RECOMVENDATI ON

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

RECOVMENDED t hat a final order be entered finding that
Dr. Celler violated Subsections 458.331(1)(m, 458.331(1)(t) and
458.331(1)(u), Florida Statutes; inposing a reprinmand; inposing
an admnistrative fine of $1,000 for each violation for a total
of $3,000; placing Dr. Celler on probation for one year on the
terms to be set by the Board of Medicine; and requiring
Dr. Celler to attend continuing nedi cal education courses to be
specified by the Board of Medi cine.

DONE AND ENTERED this 2nd day of Novenber, 2006, in

Tal | ahassee, Leon County, Florida.

o B Harll

SUSAN B. HARRELL

Adm ni strative Law Judge

D vision of Adm nistrative Hearings
The DeSoto Buil ding

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
D vision of Adm nistrative Hearings
this 2nd of Novenber, 2006.

ENDNOTE

1/ Unless otherwi se indicated, all references to the Florida
Statutes are to the 1997 version.

COPI ES FURNI SHED,

Bruce D. Lanb, Esquire
Ruden, Md osky, Smth, Schuster
& Russell, P. A
401 East Jackson Street, 27th Fl oor
Tanpa, Florida 33602

I rving Levine, Esquire
Department of Health

4052 Bal d Cypress Way, Bin 65
Tal | ahassee, Florida 32399-3265

Larry McPherson, Executive Director
Board of Medi ci ne

Department of Health

4052 Bal d Cypress \Way

Tal | ahassee, Florida 32399-1701

Timothy M Cerio, CGeneral Counsel
Departnent of Health

4052 Bal d Cypress Way, Bin A02
Tal | ahassee, Florida 32399-1701

NOTI CE OF RI GHT TO SUBM T EXCEPTI ONS

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