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RECOMMVENDED ORDER

Notice was provided and on Decenber 15, 2005, a forna
hearing was held in this case. Authority for conducting the
hearing is set forth in Sections 120.569 and 120.57(1), Florida
Statutes (2005). The hearing | ocation was 2401 State Avenue,
Suite 100, Panama City, Florida. The hearing comenced at 9:00
a.m Central Tine. The hearing was conducted by Charles C
Adans, Adm nistrative Law Judge.
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STATEMENT OF THE | SSUE

Shoul d the Board of Medicine (the Board) discipline
Respondent's license to practice nedicine in Florida, based upon
all egations that he violated Sections 456.072(1) (bb), and
458. 331(1)(t), Florida Statutes (2003), in the care and treatnent
of Patient H J.?

PRELI M NARY STATEMENT

On March 7, 2005, in Case No. 2004-05727, the Departnent of
Heal th (DOH) brought an Adm ni strative Conpl ai nt agai nst
Respondent. It was alleged that:
Respondent | eft a piece of peritoneal
dialysis (catheter) and sone | ength of
plastic tubing in Patient H J. during a
surgery that took place on or about July 21,
2003.
Under those circunstances Respondent was accused of violating
Section 456.072(1)(bb), Florida Statutes (2003). When served
with the DOH Administrative Conplaint calling for discipline to
be i nposed by the Board, Respondent nade a witten request for
formal hearing consistent with Sections 120.569 and 120.57(1),
Fl ori da Statutes (2005).
On August 31, 2005, Robert S. Cohen, Director of the
Di vision of Adm nistrative Hearings (DOAH) received the
Adm ni strative Conpl aint and Respondent's request for fornma

hearing. The case becane DOAH Case No. 05-3165PL and was

assigned to this admnistrative |aw judge.



Fol | owi ng responses fromthe parties Novenber 1 and 2, 2005,
were selected as hearing dates. Upon Petitioner's notion those
heari ng dates were cancell ed and the case was re-noticed to be
heard on Decenber 15 and 16, 2005.

Petitioner noved to relinquish jurisdiction in this case
all eging that disputes of material fact no |onger existed to be
resol ved at hearing. 8 120.57(1)(i), Fla. Stat. (2005). On
Decenber 13, 2005, an order was entered denying the notion to
relinquish jurisdiction.

Petitioner noved to anend the Adm nistrative Conpl ai nt by
adding an allegation of a violation of Section 458.331(1)(t),
Florida Statutes (2003). On Decenber 13, 2005, an order was
entered granting the notion to anend. By virtue of the anmendnent
the Admi nistrative Conpl ai nt becane a two-count Adm nistrative
Conpl ai nt.

Oficial recognition was made of Sections 456.072,

456. 073(5), and 458.331, Florida Statutes (2003), and 456.073(5),
Florida Statutes (2005), as well as Florida Adm nistrative Code
Rul e 64B8- 8. 001.

Petitioner presented the Respondent as its w tness, together
with Stanley P. Kococki, MD. Petitioner's Exhibits nunbered 1
through 5 were admtted. Respondent testified in his own behalf

and presented the testinony of Ahnad Qussanma Refai, MD.;



Patient H J.; and Thomas R Gadacz, M D. Respondent's Exhibits
nunmbered 1 and 2 were admtted.

The parties responded to a prehearing order requiring anong
ot her things that they offer a statenent of facts stipulated by
the parties. Those facts agreed to are set out in the fact-
finding to this Recommended Order.

A hearing transcript was prepared and filed on January 4,
2006. The parties filed proposed reconmended orders which have
been considered i n preparing the Recommended Order.

FI NDI NGS OF FACT

Stipul ated Facts

1. Respondent is and has been at all tines nmaterial hereto
a licensed physician in the State of Florida, having been issued
i cense nunber ME: 65565.

2. Petitioner is the state agency charged with regul ati ng
the practice of nedicine pursuant to Section 20.42, Florida
St at ut es.

3. On or about July 21, 2003, the Respondent perfornmed
peritoneal dialysis catheter renoval on Patient H J. at Bay
Medi cal Center (Bay Medical).

4. Peritoneal dialysis is a technique that uses the
patient's own body tissues inside of the abdom nal cavity to act

as a filter.



5. On or about August 25, 2003, Patient H J. presented with
erythema (a redness of the skin resulting frominflanmmation) and
i nduration (localized hardening of soft tissue of the body) in
the area where the peritoneal dialysis catheter had been renoved.

6. On or about Decenber 3, 2003, the Respondent perforned
exploratory surgery of Patient H J.'s wound.

Addi ti onal Facts

7. Patient HJ. suffers from end-stage kidney failure,

di abetes and heart disease. Dr. Ahmad Qussama Refai treated
Patient H J. for his kidney failure. Dr. Refai is a board-
certified Nephrol ogist.

8. Dr. Refai referred Patient H J. for placenent of a
peritoneal dialysis catheter (catheter) to address the end-stage
kidney failure. The catheter, as Dr. Refai describes it, was
intended to renove the poisonous material in the blood of Patient
H J. By using the catheter clean fluid is introduced into the
abdonen where it remains for a period of about four hours. The
fluid introduced contains electrolytes put in the patient's bl ood
stream After the residence tine for the fluid expires, the
fluid is withdrawn through the catheter renoving the harnful
material. The patient, once instructed, is capable of perform ng
the procedures described. The other option in performng this
met hod of dialysis is to use a device that is enployed at

nighttine called a cycler, used while the patient is asleep and



wi t hout the need for the patient to conduct the process. The
patient's use of the catheter for dialysis is referred to as
"home dialysis."

9. Before Dr. Refai referred the patient to Respondent to
pl ace the catheter, the patient had been treated for his end-
stage renal disease through a forearm AV graph to provide
henodi al ysis. That technique all ows access to the patient's
bl ood through a shunt, with the bl ood being run through a machine
and cl eansed and returned back to the patient. This procedure is
done several tines a week at out-patient centers, whereas the
peritoneal dialysis is done daily by the patient or at night.

10. On June 30, 2000, Respondent saw Patient H J. and
determ ned that the patient was a good candi date for the surgery
necessary to place the catheter to perform peritoneal dialysis.
On July 19, 2000, Respondent placed the catheter and peritoneal
di al ysis treatnment was comrenced.

11. Follow ng the placenent the catheter was used by the
patient as overseen by the Dr. Refai.

12. As Dr. Refai describes it, the catheter is a silestic
tube that has two cuffs. The cuff at the lower level sits on the
fascia where it is secured and the other cuff is just under the
skin or in the subcutaneous tissue. Dr. Refai describes the
cuffs as fuzzy. The cuffs are expected to induce an inflanmatory

process pronoting scarring so that the body forns tissue to hold



the catheter in place. Dr. Refai calls this a bond. Dr. Refa
explains that the other parts of the catheter are "slippery." It
is the fuzzy part that holds the catheter in place.

13. Petitioner's Exhibit No. 5 is an unused catheter
simlar in design to that placed in Patient H J.

14. On July 7, 2003, Respondent, Dr. Refai, and a Dr. Dean
di scussed Patient H J. and the plan to renpbve the catheter that
was no | onger adequately performng the dialysis. On July 21,
2003, Respondent did surgery to renpove the catheter from Pati ent
HJ.

15. On July 17, 2003, before Respondent did the surgery to
remove the catheter, an explanation was nmade to Patient H J. of
the risks associated with the surgery as to bl eeding, infection,
M stroke, death, and allergic reaction follow ng renoval of the
cat heter.

16. Following the surgery Dr. Refai as the treating
physi ci an was aware that the wound associated with the surgery
was not healing well and Dr. Refai sent Patient H J. back to
Respondent. Dr. Refai is famliar with the course of antibiotics
prescribed for Patient H J. to respond to the condition and the
surgi cal exploration done by Respondent where a piece of cuff, as
Dr. Refai describes it, was renoved and the wound heal ed.
Decenber 3, 2003, was the date of the exploratory surgery. At

that time, Patient H J. was on heno-dial ysis and was bei ng seen



by Dr. Refai once a week. In Dr. Refai's opinion Patient H J.
was doi ng remarkably well, making allowances for his underlying
condition (illnesses). At present Dr. Refai is aware that the
patient is on the list to receive a kidney transpl ant.

17. On August 1, 2003, Respondent saw Patient HJ. In his
not es Respondent st ated:

Hi s wounds | ook good. There is no evidence
of infection. No fever or chills. He |Iooks
well. He is not taking any pain nedicine.
amgoing to see himback in a nonth for a
final visit.

18. On August 25, 2003, Respondent saw Patient H. J. again
The Respondent's notes stated:

H s p.d. catheter renpoval site which was
renoved 4 weeks ago has sone erythema and
induration around it. | ultrasounded it here
in the office and it | ooked |ike there was a
little fluid. | anesthetized the area and
opened it. There was no gross pus. | am
goi ng ahead and treat [sic] himw th sone
Kef |l ex and have him see Dr. Beaver on Friday
as | amgoing to be out of town. This may
cone to a head and becone an abscess. |t may
just be sone cellulitis. | amnot real sure
why he would have cellulites as it certainly
did not look like a hernia. | amgoing to
have him see Dr. Beaver on Friday and nake
sure it is inproving.

19. On August 29, 2003, a note was nade by Dr. Beaver
concerning his visit with Patient HJ. 1In that note Dr. Beaver
sai d:

Patient of Dr. Kinsey. He was seen back for

re-check. Apparently he was havi ng sone
guestionable cellulites around his p.d. cath



20.

today. He states that he is feeling nuch
better. On exam nation, | see no redness at
all and per the office assistance it has nuch
i mproved. There is really not tender [sic].
It looks to ne like it is inproving. W wll
plan for himto see Dr. Kinsey back next
week.

On Septenber 12, 2003, Respondent saw Patient H. J.

in the office note stated:

21.

agai n and

22.

agai n and

23.

not ed:

The area in his left |lower quadrant is
conpletely healed. He is doing well. | am
going to see himback in one nonth for a
final visit.

On Septenber 16, 2003, Respondent saw Patient H.J.

in the office note stated:

He had sone drainage fromhis previous p.d.
catheter site. It does not appear to be
infected. | amgoing to follow this area and
see himin the office in a nonth.

On Septenmber 30, 2003, Respondent saw Pati ent H. J.

in the office note it states:

He still has sonme drai nage fromthe p.d.
catheter exit site [sic] it was done about

ei ght weeks ago. | told himthat I would
like to leave that along [sic] for at |east
three nonths and followthat. |If it does not
inprove after three to four nonths then we
may need to explore the wound but it may be a
pi ece of suture that it [sic] trying to spit.
W will see himback in the office in about 6
to 8 weeks.

On Novenber 11, 2003, Respondent saw Patient H. J.

and

and



24.

He is still draining fromhis p.d. catheter
exit site. This has been 5 nonths. It is
time to explore the wound. We will proceed
to the operating roomfor exploration in the
sinus tract. | suspect that there will be a
pi ece of the catheter in the bottomof the
wound.

On Decenber 1, 2003 Respondent saw Patient H J. for the

pre-operative visit. At that tinme he noted:

25.

Pati ent H.

26.

He is here for a pre-op for a wound
exploration for his p.d. catheter renoval
site. He still has sone granulation tissue
there. | amgoing to plan to probe the area
and eval uate where the sinus goes.

On Decenber 3, 2003, the surgery was conducted on
J. and Respondent not ed:

He underwent a left | ower quadrant wound
exploration. The p.d. catheter cuff was

wi thin the subcutaneous tissue and that is
why his wound [sic] not close. This was
removed and then the would [sic] was closed.
He tolerated the procedure well.

The various surgeries that have been di scussed which

were perfornmed by Respondent took place at Bay Medical in Panama

City, Florida. 1In the operative procedure report at the hospital

related to the Decenber 3, 2003 expl oratory operati on Respondent

descri bed

a pre-operative diagnosis as:

Non- heal i ng wound, left | ower quadrant of the
abdonen.

The post-operative diagnosis stated:

1. Non-healing wound, |eft |ower quadrant of
t he abdonen.

10



2. Foreign body (peritoneal dialysis
catheter cuff), left | ower quadrant abdom nal
wound.

The procedure perforned was described as:

Wund expl oration and foreign body renoval.

The intra-operative findings related to the operation were:

27.

He was found to have a cuff of the catheter
within the tissue. He had a small piece of
p.d. catheter attached to it. The cuff had
obvi ously broken. The catheter was broken
with a cuff remaining in the subcu tissue.
There was no intra-abdoni nal portion.

I n conparison, on July 21, 2003, in the

operative/ procedure report at Bay Medical through the description

of the procedure to renove the catheter Respondent stated:

28.

The previous incision in the left
hypogastric area was anesthetized with | oca
anesthetic and sharply incised. This was
carried into the subcutaneous tissue and
p.d. -catheter dissected and divided. The
catheter was then pulled fromthe
subcut aneous tissue at the exit site. The
catheter was then delivered into the wound
and abdom nal wall cuff sharply incised and
the catheter renoved. The fascial edges were
then reapproximated with 2 figure-of-eightO-
vicryl sutures.

On July 21, 2003, when Respondent renoved the catheter

fromPatient H J. no pathol ogy was ordered. On Decenber 3, 2003,

followi ng the exploratory surgery and retrieval of the catheter

pat hol ogy was order ed.

11



29. Daniel G Dena was the pathol ogist at Bay Medical who
addressed the specinmen which was described by the pathol ogi st as:
"Tissue-p.d. catheter cuff" The anatom c di agnhosis referred
stated: "p.d. catheter cuff: plastic catheter, with attached
fibro-fatty tissue at one end, show ng acute and chronic
inflammation.”™ The macroscopi ¢ exam nation in the pathol ogy
report stated: "The specinen is |abeled 'pd catheter cuff’
Received is a portion of plastic tubing nmeasuring approximtely 5
cmin length and up to 0.5 cmin dianeter, with a cuff of soft
tissue at one end neasuring 2.5 cmin length and 1.2 cmin
di aneter. "

30. On July 26, 2004, in responding to the investigation
that led to this prosecution Respondent stated in witing in
relation to Patient H J.:

The original peritoneal dialysis catheter
removal had gone uneventfully and | felt that
both cuffs of the catheter had been renoved
intheir entirety. But this was found not to
be the case. | have placed a nunber of these
cat heters and renoved a number as well and
have not had this type of problem before.

Vi sual inspection of the catheter on renoval
is routinely undertaken to ensure that the
cuffs are renoved and | felt that this had
been conpletely renoved but | was obviously
m staken. | amnot sure if this was a defect
in the catheter. Evaluation of the catheter
and assurance of conplete cuff renoval would
have probably prevented this process. | am
certainly nore cognizant of this being a
probl emin subsequent catheters that | have
removed. At the original tinme of catheter

12



removal the operative site appeared
appropri ate.

31. At hearing Respondent offered additional explanation
concerning the July 21, 2003 operation to renove the catheter
fromPatient H J. and the exploratory surgery on Decenber 3,

2003.

32. As Respondent explained, in the July 21, 2003 surgery
Respondent nmade a 3-to-4 cmincision about the belly button
towards the middl e of the abdonen through the skin, subcutaneous
tissue, the fascial |ayer and nuscle and peritoneal |ayer. The
peritoneal layer is a seni-perneable nenbrane that waste products
renoved in the dialysis will cross. The catheter is placed into
t he abdonen. The catheter is 12 to 14 inches in length with a
curlicue tail and holes in the end of the catheter that allows
the fluids to be introduced and wi thdrawn from the abdonen. As
Respondent expl ained the catheter has two cuffs, the smaller of
which is designed for placenent in the rectus nuscle |ocated
along the inset part of the abdonmen. The smaller cuff sits
i nside that nuscle. Tissue attaches to that cuff to keep fluid
fromleaking out, to keep the catheter in place and to prevent
bacteria from going down the outside of the catheter. There is a
segnent of the catheter between that cuff and a |larger cuff which

sits underneath the skin in the subcutaneous tissue. The tissue

13



in that area attaches to the cuff and serves to hold the catheter
in place.

33. When renoving the catheter on July 21, 2003, Respondent
used an incision of about 3 cm and encountered the m d-portion of
the catheter | ocated between the two cuffs which was dissected
down through the fascia and taken out wth the portion in the
abdonen being renoved first. Before making the incision to
renmove the catheter, Respondent cut the portion of the catheter
outside the body of Patient H J. off, including the netal and
pl astic val ves and ot her paraphernalia hangi ng out of the
patient. The purpose of renoving the catheter outside the
patient's body was in the interest of protecting the surgical
field fromcontam nation to avoid wound infection

34. The part renoved inside the patient initially was the
i ntra-abdom nal portion. The intra-abdom nal portion of the
catheter, including the cuff in that area was sharply renoved.
The cuff was 2 or 3 tines the size that it would have been when
first placed and the part around the cuff was cut to allowthe
catheter to be extracted. The area of the fascia was cl osed.

35. Next Respondent addressed the subcutaneous portion of
the catheter by followng it out and sharply cutting the tissue
around the catheter and the subcutaneous cuff wth scissors to
renove that portion which also had an ingrowh of scar and

fibroblastic tissue.
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36. Once the portions of the catheter with the cuffs, had
been renoved Respondent | ooked to determne if he had both cuffs
whi ch appeared at that tinme as a wad of scar and tissue.

37. Respondent then closed the wound. Respondent believed
t hat he had renoved the whole catheter, to include the cuffs. In
fact the subcutaneous cuff was not entirely renoved and anot her
portion of the catheter remained in the patient follow ng the
July 21, 2003 surgery.

38. Respondent's estimte of what had been left in the
pati ent and renoved on Decenber 3, 2003, was about 2 cm of the
subcut aneous cuff and then a portion of the bal ance of the
cat heter.

39. In commenting on the difference between the pathol ogy
report and his visual assessnent on Decenber 3, 2003, Respondent
remar ked about "all the stuff” grown onto the cuff and catheter.
He also said it had a | ot of specinen, taken to nean the "stuff"
attached to the cuff and catheter.

40. Although in the operative notes from Decenber 3, 2003,
Respondent says the catheter broke, at hearing he stated that he
did not know whet her the catheter had been cut or broke during
the July 21, 2003 procedure to renove the catheter.

41. No independent tests were conducted to determ ne
whet her the catheter broke during the July 21, 2003 surgery or

was cut by Respondent.
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42. Respondent does not precisely renmenber the appearance
of the catheter, to include the cuffs, when examning it on
July 21, 2003. But he believed that he had successfully renoved
the entire catheter.

43. In his testinony Respondent describes the office visits
subsequent to the July 21, 2003 surgery. When he saw Pati ent
H. J. he observed cellulitis around the area of the incision which
was treated with oral antibiotics and resolved. Respondent used
ultrasound to determ ne whether fluid had collected in the area
where he observed the cellulitis. No fluid collection was seen.
Dr ai nage was noticed around the exit site where the catheter cane
out of the skin, which ordinarily takes a nonth to six weeks to
heal .

44. Concerning the drainage around this exit site,
Respondent expected the drainage to resolve within around five
weeks unl ess there were a piece of suture or other kind of event
keeping the site opened and drai ning.

45. The wound site where the incision was nade heal ed
wi thout incident. The exit site continued to drain. After a
ti me Respondent concluded that the reason for the drai nage was
either an epithelilized sinus tract, a piece of suture, a piece
of catheter, a piece of cuff, or a piece of dressing for the
wound. Respondent waited a tinme before doing the exploratory

surgery in view of the use of an absorbable suture in the
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July 21, 2003 surgery which woul d have di ssol ved over tineg,
precluding the need to do the exploration.

46. Respondent, given the problemw th the drainage from
Patient H J. followng the July 21, 2003 surgery to renove the
cat heter, does not believe that the failure to renove this
fragment woul d have killed the patient or have caused a | ot of
probl ens, but it was bothersonme enough that it was worth the
effort totry and find it and get the patient heal ed.

47. Respondent in dictating his post-operative note on
Decenber 3, 2003, thinks that the catheter had broken and
continues to hold to that belief, although he recognizes that it
may have been cut in the prior surgery.

48. Concerning his practice at Bay Medical, Respondent did
not routinely have an X-ray done for patients undergoi ng surgery
wi thout a nore specific reason for ordering it. Nor did he order
a pat hol ogy exam nation foll owi ng surgery absent the need for
specific information.

49, Patient HJ. in his testinony described the |evel of
pain followi ng the July 21, 2003 surgery to renove the catheter
as "alittle pain.™

Expert Opi ni on

50. Dr. Stanley P. Kococki is a general surgeon |licensed in
Florida. He is board-certified in general surgery. He has had

experi ence placing and renovi ng peritoneal dialysis catheters.
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He was qualified to offer expert opinion testinony concerning
Respondent's treatment of Patient H J., in particular, the
surgery perforned July 21, 2003.

51. Dr. Kococki expressed the opinion that the Respondent
fell below the standard of care in treating Patient H J., in that
Respondent failed to recognize that he had |left a portion of the
catheter in the patient, which Dr. Kococki describes as a
retained foreign body and that this caused the patient to undergo
a second unnecessary procedure, neaning that the second procedure
woul d not have been necessary if the catheter had been renoved
conpletely in the first surgery. The failure to renove coul d
possi bly have caused serious problens for the patient, to include
septicem a and death, according to Dr. Kococki. Dr. Kococki
refers to the Respondent's obligation in renoving the catheter,
to make certain that the whole catheter was renoved and that the
wound properly heal ed beyond that point so that the patient would
not experience problens.

52. Wile recognizing that there are different techniques
for renoving the catheter fromPatient H J., Dr. Kococki took
issue wth the nethod enpl oyed by the Respondent. Dr. KococKki
bel i eves that there are other nethods for avoiding the problem
wth infection than to cut the catheter outside the body. There
was no description of the use of a henobstat or clanps to hold the

retained part of the catheter once the outside segnment had been
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cut, so that the remaining portion of the catheter would not be
| ost under the skin. In addition, by cutting the catheter in two
pl aces there was a chance of |eaving a piece of the catheter in
the patient. Dr. Kococki expressed the opinion that when you cut
the catheter in several places you have to renenber where the
pi eces of the catheter are left in the patient. G ven other
ci rcunst ances during the surgery that occupy the surgeon's m nd,
it can lead to | eaving a piece of catheter behind.

53. Dr. Kococki expressed the opinion that |eaving the
cat heter behind was not in the best interest of the patient
because it |l ed to subsequent surgery and had the sinus tract
cl osed over the foreign body woul d have caused a | ocali zed
i nfection and abscess formation around that area and possibly
al lowed for the bacteria fromthe abscess to enter the patient's
bl oodstream causi ng sepsis, and abscess formation in other
organs, possibly the abdom nal cavity, with a possible rupture
i ntra-abdom nally causing the patient to have generalized
peritonitis. That can be life threatening and ultimtely |ethal.
It is nore of a problemw th the person that has end-stage renal
failure, in that the patient has a weakened i nmune system and
| essened prospects to fight off infection.

54. Dr. Kococki relied upon the pathol ogy report nmade after
t he Decenber 3, 2003 surgery to accurately describe the size of

the segnent that was left in the patient.
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55. In order to ascertain what actually happened with the
catheter Dr. Kococki believes that the conpany or an i ndependent
exam ni ng body would have to determne if the catheter was
defective. Even in the instance where the catheter may have
broken in the initial surgery to renove it on July 21, 2003, the
onus is still on the surgeon renoving the catheter to examne it
to make certain it was renoved intact.

56. Dr. Kococki characterizes the catheter as commonly
present and utilized in surgical procedures to place and renove
peritoneal dialysis catheters. Dr. Kococki describes the
catheter as a nedical device, unlike a sponge, forceps, clanp or
surgical needle. Dr. Kococki recognizes that the purpose of the
catheter is to performdialysis but the retained portion |eft
after the initial surgery to renove the catheter does not have a
medi cal purpose, in his judgnent.

57. Dr. Kococki describes the cuff inthe field related to
the abdom nal wall as providing a seal to avoid bacteria. The
cuff as he understands it has an antibiotic coating that wll
hel p fight off infection. The cuff reacts with the patient's
body tissue to act as a seal ant.

58. To have avoided the problemof failing to account for a
portion of the catheter during the initial surgery to renove it
fromPatient H J., Dr. Kococki believes that the easiest thing to

have done was while the patient was in the operating room send
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the catheter to a pathol ogi st and have it neasured for conparison
agai nst the known size of the catheter when first placed. A
second safe-guard would be to use a portable X-ray of the

abdomi nal cavity to nake sure that there was no radi opague
material in the abdonmen or subcutaneous tissue. The catheter has
radi opaque material allowng this identification in Dr. Kococki's
under st andi ng.

59. Dr. Kococki was not famliar with the procedures at Bay
Medi cal where the catheter renmoval from Patient H J. was
performed. The bylaws of the institution do not require that the
cat heter be sent to pathology foll ow ng renoval.

60. Dr. Thonmas A Gadacz testified in the interest of
Respondent. He is licensed in several states. He is not
licensed in Florida. He is an expert in the field of general
surgery. He has placed and renoved peritoneal dialysis
cat het ers.

61. Dr. Gadacz describes the catheter as a nedical device.
It has nothing in common with a sponge, forceps, clanp or
surgical needle, in his opinion.

62. As a surgeon Dr. Gadacz refers to sponges, forceps,
cl anps and surgical needles as itens whose sole purpose is to
assi st during an operation, not intended to be left in the body.
They are to facilitate an operation to provide exposure, to

conduct the operation but they are not a therapeutic nodality.
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By contrast the peritoneal dialysis catheter is used primrily
for therapy by remaining in the patient for specified periods of
time to treat the patient.

63. Oher aids in performng an operation are cotton balls
called kitners, nmetal retractors and cannul as.

64. Dr. Gadacz expl ains that the purpose of the cuffs
related to the catheter is to react to the body so that tissue
grows around them The other part of the catheter nade of Tefl on
is designed to be non-reactive.

65. Dr. Gadacz is aware that catheters of the type under
di scussi on have fractured or broken. Dr. Gadacz expl ai ned that
the fracture of a cuff is not common. In his experience, in the
i nstance where a segnent broke in a catheter, Dr. Gadacz renoved
it. On the other hand the failure to renove the piece is not
necessarily below the standard of care as Dr. Gadacz expl ains,
"because sone tines this happens, and its, you don't know that
t hat has happened.” The possibility of know ng that the segnent
broke off is difficult. As Dr. Gadacz describes, it was
i npossi bl e given the tract involved with the surgery here. The
gross inspection of the catheter once renpved fromthe patient is
a process in which it is difficult to nake certain that both
cuffs are there because of the encrusting fibrous tissue found
after renoving the cuffs, causing the cuffs to no | onger have the

sane appearance as when first placed. The visual inspection nmade
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of the catheter after renoval would not necessarily reveal
whether it was renoved in its entirety, according to Dr. Gadacz.

66. Dr. Gadacz is unfamliar with surgeons who woul d use an
X-ray after renoval of the catheter to confirmthat the entire
cat heter had been renoved. Instead he defers to Respondent's
operative note on Decenber 3, 2003, where the Respondent says
that the catheter had obviously broken to explain the failure to
retrieve the catheter

67. Dr. Gadacz does not believe sending the catheter to
pat hol ogy after it was renmoved on July 21, 2003, would
necessarily have been useful because it would take famliarity on
the part of the pathologist with that formof catheter to
recogni ze that a part was m ssing.

68. Dr. Gadacz recognizes that the fragnent fromthe
catheter left in Patient HJ. at the end of the initial surgery
to renove the catheter is nedically considered a foreign body
because it was not part of the human body.

69. Dr. Gadacz found nothing in the care provided by
Respondent by to Patient H J. after the July 21, 2003 surgery
t hat was questi onabl e.

70. Dr. Gadacz did not find the techni que Respondent used
in renmoving the catheter on July 21, 2003, fromthe Patient H. J.

to be bel ow the standard of care.
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71. Cenerally Dr. Gadacz did not express the opinion that
Respondent practiced bel ow the standard of care.

72. Dr. Gadacz explained that had the segnent continued to
be present in the patient there would have been a major risk of
continuing infection and ultimately the patient could have
devel oped a serious abscess in the subcutaneous tissue that could
becone life-threatening or nothing may have happened, and the
segnent may have been wall ed off by the patient's body.

73. In determning the conparability of what is described
in Section 456.072(1)(bb), Florida Statutes (2003), as "other
paraphernalia,” to those itens listed within that section, "such
as a sponge, clanp, forceps, surgical needle," that are "used in
surgi cal exam nation, or other diagnostic procedures,” reliance
is made upon testinmony fromDr. Gadacz. As a surgeon, the
opi nion by Dr. Kococki is rejected for reasons that will be
expl ai ned in the conclusions of |aw

74. Wen considering whet her Respondent failed to practice
nmedicine with that |evel of care, skill and treatnment which is
recogni zed by a reasonabl e prudent simlar physician as being
accept abl e under simlar conditions and circunstances, as
envi si oned by Section 458.331(1)(t), Florida Statutes (2003),
with the specificity called for in that provision, Dr. Kococki is
nore conpelling in his opinion that the fragnent left in

Patient H J. should have been renoved in the earlier operation
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whet her it broke or was cut by Respondent. The notion that there
are times when sone portion of the catheter may have been left in
the patient, as was the case here, with no consequences to the
practitioner, as expressed by Dr. Gadacz is not persuasive.

Di sciplinary Hi story

75. The Respondent has no prior disciplinary history.

CONCLUSI ONS OF LAW

76. The Division of Adm nistrative Hearings has
jurisdiction over the subject matter and the parties to this
proceedi ng pursuant to Sections 120.569, 120.57(1), and
456. 073(5), Florida Statutes (2005).

77. The Anended Administrative Conplaint |eft open the
possibility that discipline mght be inposed that led to the
revocati on or suspension of Respondent's |license to practice
medi ci ne. For that reason, clear and convincing evidence nust be
shown to prove the allegations in the Amended Admi nistrative

Conmplaint. 8 458.331(3), Fla. Stat. (2003). See al so Departnent

of Banki ng and Fi nance Division of Securities and | nvestor

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

and Ferris v. Turlington, 510 So. 2d 292 (Fla. 1987).

78. The meaning of clear and convincing is explained in the

case In re: Davey, 645 So. 2d 398 (Fla. 1994), quoting, with

approval from Slonowitz v. Wal ker, 429 So. 2d 797 (Fla. 4th DCA

1983) .
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79. Respondent allegedly left a piece of the catheter in
Patient H J. after the July 21, 2003 surgery to renove the
catheter, and is accused of two separate violations of |law for
t he oversi ght.

80. Count 1 to the Anended Adm nistrative Conplaint refers
to Section 456.072(1)(bb) Florida Statutes (2003), which would

allow the inposition of discipline for:
(1) . . . as specified in s. 456.072(2):

(bb) Leaving a foreign body in a patient,
such as a sponge, clanp, forceps, surgical
needl e, or other paraphernalia commonly used
in surgical, exam nation or other diagnostic
procedures. For the purposes of this
paragraph, it shall be legally presuned that
retention of a foreign body is not in the
best interest of the patient and is not
within the standard of care of the

prof ession, regardless of the intent of the
pr of essional .

81l. In relation to Count 2 Respondent is said to have
viol ated Section 458.331(1)(t), Florida Statutes (2003), which
woul d al l ow the inposition of discipline for:

(1) . . . as specified in s. 456.072(2):

(t) Goss or repeated nal practice or the
failure to practice nmedicine with that |evel
of care, skill, and treatnent which is
recogni zed by a reasonably prudent simlar
physi ci an as being acceptabl e under simlar
condi tions and circunstances. The board
shall give great weight to the provisions of
S. 766.102 when enforcing this paragraph.

As used in this paragraph, 'repeated

mal practice' includes, but is not limted to,
three or nore clainms for nmedical mal practice
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within the previous 5-year period resulting
in indemities being paid in excess of

$50, 000 each to the claimant in a judgment or
settl enment and which incidents invol ved
negl i gent conduct by the physician. As used
in this paragraph, 'gross nmal practice' or
"the failure to practice nmedicine with that
| evel of care, skill, and treatment which is
recogni zed by a reasonably prudent simlar
physi ci an as being acceptabl e under siml ar
condi tions and circunstances,' shall not be
construed so as to require nore than one

i nstance, event, or act. Nothing in this
par agraph shall be construed to require that
a physician be inconpetent to practice

nmedi cine in order to be disciplined pursuant
to this paragraph. A recomended order by an
adm ni strative |law judge or a final order of
the board finding a violation under this

par agr aph shal |l specify whether the |icensee
was found to have commtted 'gross

mal practice,' 'repeated mal practice,’' or
‘failure to practice nmedicine with that |eve
of care, skill, and treatnent which is

recogni zed as bei ng acceptabl e under simlar
condi tions and circunstances,' or any

conbi nati on thereof, and any publication by
the board nust so specify.

82. As alluded to, in the event that Respondent was shown
to have violated either statute he woul d be subject to discipline
in accordance with Section 456.072(2), Florida Statutes (2003),
whi ch details the discipline as:

* * %

(b) Suspension or permanent revocation of a
i cense.

(c) Restriction of practice or license,

i ncluding, but not limted to, restricting
the licensee frompracticing in certain
settings, restricting the |icensee to work
only under designated conditions or in
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certain settings, restricting the licensee
from perform ng or providing designated
clinical and adm nistrative services,
restricting the Iicensee frompracticing nore
t han a desi gnated nunber of hours, or any
other restriction found to be necessary for
the protection of the public health, safety,
and wel f are.

(d) Inposition of an admi nistrative fine not
to exceed $10,000 for each count or separate
offense. If the violation is for fraud or
maki ng a fal se or fraudul ent representation,
the board, or the departnment if there is no
board, must inpose a fine of $10,000 per
count or offense.

(e) Issuance of a reprimand or letter of
concern.

(f) Placenent of the licensee on probation
for a period of tinme and subject to such
conditions as the board, or the departnent
when there is no board, may specify. Those
conditions may include, but are not limted
to, requiring the |licensee to undergo
treatnment, attend continuing education
courses, submt to be reexam ned, work under
t he supervision of another |icensee, or
satisfy any terns which are reasonably
tailored to the violations found.

(g) Corrective action.

(h) Inposition of an admi nistrative fine in
accordance with s. 381. 0261 for violations
regardi ng patient rights.

(i) Refund of fees billed and collected from
the patient or a third party on behalf of the
patient.

(j) Requirenent that the practitioner
undergo renedi al education. In determning
what action is appropriate, the board, or
department when there is no board, nust first
consi der what sanctions are necessary to
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protect the public or to conpensate the
patient. Only after those sanctions have
been i nposed may the disciplining authority
consi der and include in the order

requi renents designed to rehabilitate the
practitioner. Al costs associated with
conpliance with orders issued under this
subsection are the obligation of the
practitioner.

83. Section 456.079, Florida Statutes (2003) required that
the Board of Medicine adopt rules setting out disciplinary
gui del ines applicable to each Count in the Anended Adninistrative
Conplaint. Florida Adm nistrative Code Rule 64B8-8.001 addresses
the requirenent as to the range of punishnment taking into account
aggravating and mtigating circunstances.

84. The allegations in the Anended Adm nistrative Conpl ai nt
are consi dered based upon penal statutes, in their respective

Counts. As such, they are strictly construed, with anbiguities

construed to favor the Respondent. See Lester v. Departnent of

Prof essi onal and Occupational Regul ation, 348 So. 2d 923 (Fl a.

1st DCA 1977).
85. Pertaining to Section 456.072(1)(bb), Florida Statutes

(2003), the rule of ejusdem generis is applied. See Smth v.

Nussman, 156 So. 2d 680 (Fla. 3rd DCA 1963); Geen v. State, 604

So. 2d 471 (Fla. 1992) and Suncoast International, Inc. v. Dept

of Business Reqgul ation, Division of Florida Land Sal es,

condom ni uns and Mobil e Hones, 596 So. 2d 1118, (Fla. 1st DCA

1992). Under this rule of constructi on where there is an
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enuneration of things with particular specific neanings, followed
by a general reference, the general words or reference would not
be constructed in the broader sense but would be construed as
applying to things in the sanme class as the specific words. Here
the terns sponge, clanp, forceps, surgical needle, followed by
the reference to "other paraphernalia”™ in the statute at issue,
| eads to the conclusion that the "ot her paraphernalia” nust be of
a simlar nature to the enunerated itens. Further, the foreign
body that is being described nust have commonly been used in
surgi cal, exam nation, or other diagnostic procedures. Based
upon the testinony by Dr. Gadacz, the catheter is not an itemin
that category used in surgery, exam nation or diagnosis. The
catheter is part of a therapeutic nodality to provide peritoneal
dialysis. Nor is a fragment of the catheter left within the
patient considered within that category. That the catheter was
fragnent ed does not change its character as bei ng outside the
itens listed in the statute. The piece of the catheter is a
foreign body, but it is not of the class of foreign bodies
described in the statute. Therefore, even though it was not in
the best interest of the patient to retain it, there can be no
vi ol ation of the standard of care envisioned by this statute.

86. Respondent did fail to practice "with the |evel of
care, skill, and treatnment which is recognized by a reason by a

reasonably prudent simlar physician as bei ng acceptabl e under
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simlar conditions and circunstances.” Wen Respondent |eft the
fragment in place following the July 21, 2003 surgery he viol ated
the standard of care, this according to Dr. Kococki. As a
consequence he violated Section 458.331(1)(t), Florida Statutes
(2003). Whether the catheter was excised and | eft by Respondent
or broke wi thout regard for Respondent's intervention in the
case, he had a duty to renove the catheter and all its segnents
and to nmake certain that he had acconplished that outcone. A
reasonably prudent simlar physician under simlar conditions and
ci rcunst ances woul d have recogni zed a significant portion of the
catheter was left in the patient. Respondent failed in that
respect. Nothing else in his conduct that has been descri bed
fell below the standard of care, in particular the care provided
after the July 21, 2003 surgery and the performance of the
Decenber 3, 2003 exploratory surgery to | ocate and renove the

pi ece |l eft behind.

RECOMVENDATI ON

Based upon the findings of fact, and concl usions of |aw, and
t he gui dance set forth in Florida Adm nistrative Code Rule 64B8-
8.001, it is

RECOMVENDED:

That a final order be entered finding that Respondent did
not violate Section 456.072(1)(bb), Florida Statutes (2003); that

Respondent did violate Section 458.331(1)(t), Florida Statutes
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(2003); placing Respondent on probation for two years; inposing
an adm nistrative fine in the amount of $2,500.00; requiring
Respondent to perform 50 hours of conmunity service; requiring
the conpletion of 5 hours of continuing nedical education on
"risk managenent” and requiring himto present a one-hour |ecture
to a group of peers discussing retention of foreign bodies in
surgeries and techniques to avoid the retention.

DONE AND ENTERED t his 14t h day of February, 2006, in

Tal | ahassee, Leon County, Florida.

o

CHARLES C. ADAMS

Adm ni strative Law Judge

Di vision of Adm nistrative Heari ngs
The DeSot o Bui l 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

Filed with the Cerk of the
Di vision of Adm nistrative Hearings
this 14th day of February, 2006.

COPI ES FURNI SHED:

WlliamF. MIler

Ephrai m D. Livingston

Assi stant s General Counsel
Departnment of Health

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

32



Al bert Peacock, Esquire
8554 Congressional Drive
Tal | ahassee, Florida 32312

Larry McPherson, Executive Director
Board of Medi ci ne

Department of Health

4052 Bal d Cypress Way

Tal | ahassee, Florida 32399-1701

R S. Power, Agency Cerk
Departnment of Health

4052 Bal d Cypress Way

Tal | ahassee, Florida 32399-1701

NOTI CE OF RI GHT TO SUBM T EXCEPTI ONS

Al parties have the right to submt witten exceptions w thin
15 days fromthe date of this recormended order. Any exceptions

to this recommended order should be filed with the agency that
will issue the final order in this case.
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