STATE OF FLORI DA
DI VI SI ON OF ADM NI STRATI VE HEARI NGS

AGENCY FOR HEALTH CARE
ADM NI STRATI ON,

Petitioner,
VS. Case No. 04-4633

MANOR CARE OF SARASOTA, | NC.
d/ b/ a MANOR CARE NURSI NG
CENTER

Respondent .

N N N N N N N N N N N N N

RECOMVENDED ORDER

Pursuant to notice, a formal hearing was held in this case
before Lawence P. Stevenson, Adm nistrative Law Judge of the
Di vision of Adm nistrative Hearings, on March 23, 2005, in
Lakel and, Fl ori da.

APPEARANCES

For Petitioner: FEric Bredeneyer, Esquire
Agency for Health Care Adm nistration
2295 Victoria Avenue, Room 346C
Fort Myers, Florida 33901

For Respondent: Alfred W Cark, Esquire
117 South Gadsden Street, Suite 201
Post Ofice Box 623
Tal | ahassee, Florida 32302-0623

STATEMENT OF THE | SSUES

Whet her Respondent, Manor Care of Sarasota, Inc., d/b/a

Manor Care Nursing Center, committed a Class Il deficiency at



the tine of a survey conducted on August 10 through 12, 2004, so
as to justify the issuance of a "conditional"™ |license and the
i nposition of an administrative fine of $2,500.

PRELI M NARY STATEMENT

An Adm ni strative Conpl ai nt dated Novenber 23, 2004, was
filed by Petitioner, Agency for Health Care Adm nistration
("AHCA"), agai nst Respondent, Manor Care of Sarasota, Inc.,

d/ b/a Manor Care Nursing Center ("Manor Care"), alleging an
isolated Class Il deficiency, seeking to change Manor Care's

license rating from"standard" to "conditional," and seeking to
i mpose an administrative fine of $2,500 agai nst Manor Care.
Manor Care denied the allegations and tinely requested a fornal
hearing. The matter was forwarded to the Division of
Adm ni strative Hearings ("DOAH') for hearing on Decenber 27,
2004. The case was schedul ed for hearing on March 9, 2005. A
joint nmotion for continuance was granted by Order dated
February 2, 2005. The O der reschedul ed the final hearing for
March 23, 2005, when it was hel d.

At the hearing, AHCA presented the testinony of Barbara
Pescatore, a registered nurse ("RN') accepted as an expert
regi stered nurse specialist; Anne Dol an, an RN accepted as an
expert in long-termcare nursing;, and Franklin E. My, Ph.D.,

accepted as an expert pharnmaci st and as an expert in pharnmacy

surveying for long-termcare nursing. AHCA' s Exhibits A



t hrough K were accepted into evidence. Manor Care presented the
testinony of Diane Hinrichs, a |licensed practical nurse ("LPN')
supervi sor at Manor Care; Angela M guel, an RN supervisor at
Manor Care; Jane Sargent-Jefferson, a certified dietary manager
("CDM') at Manor Care; Sharon Broders, an RN and director of
nursing at Manor Care; and Nancy Caras, an RN and |icensed
nursi ng hone adm ni strator at Manor Care. Manor Care's
Exhibits 1 through 7 were admtted i nto evidence.

A Transcript of the hearing was filed at DOAH on April 7,
2005. The parties tinmely submtted Proposed Reconmended Orders,
whi ch have been given careful consideration in the preparation
of this Recommended Order.

FI NDI NGS OF FACT

Based upon the evidence presented at the final hearing, the
followi ng relevant findings of fact are made:

1. At all times material hereto, AHCA is the state agency
charged with licensing of nursing honmes in Florida under
Subsection 400.021(2), Florida Statutes (2004), and the
assignment of a licensure status pursuant to Subsection
400. 23(7), Florida Statutes (2004). AHCA is charged with
eval uating nursing hone facilities to determ ne their degree of
conpliance with established rules as a basis for naking the
required licensure assignnent. AHCA is al so responsible for

conducting federally-mandated surveys of |ong-term care



facilities receiving Medicare and Medicaid funds for conpliance
with federal statutory and rule requirenents pursuant to Florida
Adm ni strative Code Rule 59A-4.1288.

2. Pursuant to Subsection 400.23(8), Florida Statutes
(2004), AHCA nust classify deficiencies according to the nature
and scope of the deficiency when the criteria established under
Subsection 400.23(2), Florida Statutes (2004), are not nmet. The
classification of any deficiencies discovered detern nes whet her
the licensure status of a nursing honme is "standard" or
"conditional” and the anobunt of the adm nistrative fine that may
be i nposed, if any.

3. Surveyors note their findings on a standard prescri bed
Center for Medicare and Medi caid Services (CV5) Form 2567
entitled, "Statenent of Deficiencies and Plan of Correction,"”
which is commonly referred to as a "Form 2567." During the
survey of a facility, if violations of regulations are found,
the violations are noted and referred to as "Tags.”" A tag
identifies the applicable regulatory standard that the surveyors
bel i eve has been viol ated, provides a sunmary of the violation,
and sets forth specific factual allegations that the surveyors
bel i eve support the violation.

4. Manor Care is a 178-bed nursing hone | ocated at 5511
Sw ft Road, Sarasota, Florida. Manor Care is licensed as a

skilled nursing facility.



5. On August 10 through 12, 2004, AHCA s staff conducted
survey at Manor Care. The Form 2567 conpleted during this
survey found the facility in violation of Tag F425. This
al l eged violation fornmed the basis of AHCA's Adm nistrative
Conpl ai nt.

6. Tag F425 relates to pharmacy services. The federa
regul ation with which Manor Care allegedly failed to conply is
42 C.F.R Section 483.60, which provides in relevant part:

The facility nust provide routine and
enmergency drugs and biologicals to its
residents, or obtain themunder an agreenent
described in Sec. 483.75(h) of this part.
42 C.F.R Section 483.75 provides generally that a facility

"must be adm nistered in a nanner that enables it to use its

resources effectively and efficiently to attain or maintain the

hi ghest practicabl e physical, nental, psychosocial well -being of

each resident.” 42 C.F.R Section 483.75(h) provides:
(h) Use of outside resources.

(1) |If the facility does not enploy a
gual i fied professional person to furnish a
specific service to be provided by the
facility, the facility nust have that
service furnished to residents by a person
or agency outside the facility under an
arrangenment described in section 1861(w) of
the Act!Y! or (with respect to services
furnished to NF residents and dental
services furnished to SNF residents) an
agreenment described in paragraph (h)(2) of
this section.



(2) Arrangenents as described in section
1861(w) of the Act or agreenments pertaining
to services furnished by outside resources
must specify in witing that the facility
assunes responsibility for--
(i) Obtaining services that neet
prof essi onal standards and principles that
apply to professionals providing services in
such a facility; and
(ii) The timeliness of the services.
7. Resident 10, a female who was 51 years old at the tine
of the survey, was initially admtted to Manor Care on
Decenber 19, 2003, with diagnoses that included di abetes
nmellitus, arteriosclerotic heart disease, peripheral vascul ar
di sease, depression, chronic obstructive pul nonary di sease, and
cerebral vascul ar accident with hem paresis and i ntercerebral
henor r hage.

8. Resident 10 was admtted to Sarasota Menorial Hospita
for a surgical procedure on her leg, then re-adnitted to Manor
Care on August 2, 2004. The hospital's nedical inpression
hi story and background i ncl uded status post bilateral iliac
angi opl asty and stent, hypertension, a history of nicotine
addi ction, cigarette abuse, status post previous coronary stent,
severe osteoarthritis, a history of |unbosacral disk disease
with chronic pain syndrome, status post |eft thoracotony, |ower

| obectony for adenocarcinoma, a history of seizure disorder, and

a history of noderate carotid stenosis on the right and |eft.



9. Upon her re-admi ssion to Manor Care on August 2, 2004,
Resi dent 10 had an intravenous norphine punp at 25 ng per day
for severe pain and a clonopin punp at 250 ng per day for back
pain. She was al so prescri bed oxycodone (Percocet) "prn," or as
needed, for breakthrough pain. Finally, she was prescribed
fentanyl citrate (Actiq), a narcotic analgesic, in the formof a
| ozenge often referred to as a "lollipop," every three hours, as
needed, for breakthrough pain. As a potent opiate, fentanyl is
a Schedule Il controlled substance that is subject to m suse,
abuse, and addicti on.

10. The nurses' notes for August 2, 2004, indicated that
Resi dent 10 was offered Percocet for her pain, but that she
declined it.

11. On August 3, 2004, the attending physician changed
Resident 10's fentanyl prescription from"3 hr. prn" to "q. 2h"
nmeani ng fromevery three hours, as needed, to every two hours
regardl ess of her expressed need.

12. Manor Care's pharmaceuticals were provided by an
out si de pharmacy pursuant to a contract conporting with
42 C.F. R Section 483.75(h). On August 7, 2004, Manor Care's
staff faxed a refill order to the contract pharmacy requesting a
refill of Resident 10's fentanyl. During the day shift on
August 9, 2004, Diane Hi nrichs, the LPN perform ng the narcotics

count, noticed that the fentanyl count was |ow and that the



pharmacy had not filled the August 7 refill order. She faxed a
repeat refill order and phoned the pharmacy, which assured her
that the fentanyl would be included in the pharmacy's 4:00 p. m
delivery to Manor Care. Wen the fentanyl was not delivered at
4:00 p. m, another Manor Care nurse phoned the pharnmacy again.
The pharmacy assured the nurse that the fentanyl would be
i ncluded in the next schedul ed delivery, at about 2:00 a.m on
August 10, 2004. Shortly before 2:00 a.m, M. Hinrichs was
back on duty and phoned the pharmacy, asking whether she could
obtain the fentanyl at Wil greens or sone other alternate source.
The pharmacist told her that she could not, but assured her that
the fentanyl was "on its way." The fetanyl was not included in
the 2:.00 a.m delivery. The duty nurse called the pharnacy
i mredi ately, then again at approxinmately 5:20 a.m, and was
again told that the fentanyl was "on its way."

13. The |l ast dose of fentanyl in the facility was
adm nistered to Resident 10 at m dni ght on August 9, 2004.
Resident 10 did not receive fentanyl, as ordered, at 2:00 a.m,
4:00 a.m, and 6:00 a.m on August 10, 2004. She continued to
recei ve the norphine and clonopin on the intravenous punp
t hr oughout the night.

14. During the night, Resident 10 was offered Percocet as
a substitute for the unavail able fentanyl. She declined the

Percocet, stating that "it does not help at all.” Mnor Care's



medi cation adm nistration records indicated that Resident 10 had
never taken Percocet. As noted above, Resident 10's physician
had prescri bed Percocet for breakthrough pain.

15. The pharnmacy delivered the fentanyl at approxi nmately
7:40 a. m on August 10, 2004, and the nursing staff adm nistered
the nedication to Resident 10 at about 8:30 a.m The pharmacy
| ater investigated the situation and infornmed Manor Care that a
pharmacy technician had m scal cul ated the amount of fentanyl
that Manor Care was allowed to keep on hand and had pl aced the
refill order in a "holding bin" for later delivery.

16. The Manor Care nursing notes indicate that Resident
10's physician was notified of the unavailability of the fetanyl
at sone tine on August 10, 2004. On August 11, 2004, the
physi ci an di scontinued his order for Percocet and instead
prescri bed oral norphine (Roxanol) for Resident 10's
br eakt hrough pain. The physician continued the prescription for
fetanyl .

17. One of Resident 10's diagnoses was a "history of
ni coti ne addiction, cigarette abuse.”™ Her night and early
nmorni ng routi ne was sl eep punctuated by frequent trips in her
wheel chair to an outdoor gazebo designated by Manor Care as a
snoking area. During the early norning hours of August 10,

2004, Resident 10 followed this routine.



18. During the early norning hours of August 10, 2004,
Resi dent 10 was observed by an experienced RN, Angela M guel,
and an experienced LPN, Diane H nrichs, both of whom were
famliar with Resident 10's condition, personality, and habits.
Resi dent 10 did not conplain to either nurse regarding pain
caused by the m ssed doses of fentanyl. Neither nurse observed
Resi dent 10 to exhibit any behavior indicative of pain.
Resi dent 10 appeared to be goi ng about her usual routine of
sl eepi ng, then going outside to snoke. Under the circunstances,
nei ther nurse saw any reason or need to conduct a formal pain
eval uation of Resident 10.

19. Jane Sargent -Jefferson, the food service director,
arrived at Manor Care at her usual tinme of 5:00 a.m on
August 10, 2004. She found Resident 10 asleep in her wheelchair
outside in the snoking gazebo, which is adjacent to the Manor
Care dining room M. Sargent-Jefferson often found Resident 10
asleep in the gazebo during the early norning hours and woul d
wake up Resident 10 and talk to her. She did so on the norning
of August 10, 2004.

20. Ms. Sargent-Jefferson testified that "the first thing
out of [Resident 10's] nmouth" was that "she was mad because her
meds had been mssed."” M. Sargent-Jefferson stated that it was

not unusual for Resident 10 to be angry and to conpl ai n when she

10



was unhappy. Just the day before, Resident 10 had "stormed out"
of the dining roomwhen the chef's salad was not to her I|iking.

21. Ms. Sargent-Jefferson had frequent conversations with
Resident 10. On the norning of August 10, 2004, she spoke with
Resi dent 10 on three separate occasions between 5:00 a.m and
noon. Resident 10 did not say that she had been in pain during
the previous night. M. Sargent-Jefferson testified that
Resident 10 "would tell you" if she was in pain. M. Sargent-
Jef ferson observed nothing out of the ordinary in Resident 10's
appear ance or behavi or on the norning of August 10, 2004.

22. On the norning of August 10, 2004, AHCA surveyor
Bar bara Pescatore was in the snoking gazebo when she was
approached by a resident subsequently identified as Resident 10,
who conpl ai ned that she had not received prescribed pain
medi cation frommdnight until 8:30 a.m M. Pescatore
transferred the inquiry to Anne Dol an, the RN who had been
assigned to survey the care of Resident 10.

23. Ms. Dolan reviewed the facility's records and
interviewed the staff. She |earned that Resident 10's fentanyl
doses were mssed at 2:00 a.m, 4:00 a.m, and 6:00 a.m on
August 10, 2004, and that the 8:00 a.m dose on that date was
adm ni stered at about 8:30. She further |earned the
ci rcunst ances surrounding the lack of fentanyl in the facility in

the early norning hours of August 10, 2004.
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24. At the hearing, Ms. Dolan, an expert in long-termcare
nursi ng, opined that Manor Care and its nurses had an absol ute
responsibility to ensure that Resident 10 had her nedication and
had it on tine. She testified that at 10:00 p.m on August 9,
2004, the nursing staff knew that there was only one dose of
fentanyl remaining to adm nister and that it was the staff's
responsibility to do whatever was needed to ensure there would be
nore medi cation to give Resident 10 after the | ast dose at
m dnight. M. Dolan testified that m ssed doses of a routine
pai n nedi cati on can cause unnecessary pain and a delay in the
medi cation's effect when the doses are resuned.

25. Ms. Dolan testified that she could see Resident 10
grimaci ng and w nci ng when she would feel pain in her leg. She
testified that Resident 10's pain was relieved i medi ately when

"2/ However, Ms. Dol an was

she received the fetanyl "lollipop.
not present on the night in question, and the record gives no

i ndi cati on whet her Ms. Dol an or any other AHCA surveyor sinply
asked Resident 10 whet her she experienced increased pain when she
m ssed the doses of fentanyl. No direct evidence was presented
that Resident 10 expressed pain or conplained of pain or

di sconfort due to the m ssed doses of fentanyl, either at the
time or later.

26. Dr. Franklin My, a senior pharmacist for AHCA, offered

expert testinony and testified that the nursing staff's actions

12



during the night of August 9, 2004, evidenced a "very severe"
failure to deliver pharmaceutical services. He based this

opi nion on the fact that the regulations require that nedi cation
be provided in a tinely manner. Dr. May was not involved in the
survey process and did not interview Resident 10. Based on the
records he reviewed, Dr. May testified that he could not say
whet her Resident 10 "needed" the fentanyl for pain between

m dni ght and 8: 00 a. m

27. Dr. May opined that when the dose of fentanyl was
m ssed due to its unavailability and Resident 10 refused to take
the alternative drug Percocet, the staff nurses should have
performed an i mredi ate pain eval uati on and contacted the
resident's physician for instructions. |If the attending
physi ci an had been unavail abl e, then the nurses shoul d have
contacted Manor Care's director of nedicine for instruction.

Dr. May enphasi zed that the staff nurses did not have the
di scretion to allow the resident to sinply m ss doses of
prescri bed medi ci ne.

28. The contracting pharmacy's policy and procedure manua
set forth the followi ng policy: "Wen nedication orders are not
recei ved or unavailable, the licensed nurse will imediately
initiate action in cooperation with the attendi ng physician and
t he pharmacy provider. All nedication orders unavailable to the

custoner will be managed with urgency." The manual sets forth

13



the followi ng process to inplenment the policy, in relevant part
(enphasis in original):

2. If a nedication shortage is discovered
during nornmal pharnacy hours:

2.1 A licensed nurse calls the pharnmacy
and speaks to a registered pharnmacist to
determ ne the status of the order. |If not
ordered, place the order or re-order to be
sent with the next schedul ed delivery.

2.2 |If the next available delivery
causes delay or m ssed dose in the custoner's
nmedi cati on schedul e, take the nedication from
t he emergency stock supply to adm nister the
dose.

2.3 If nedication is not available in
t he enmergency stock supply, notify the
pharmaci st and arrange for an energency
del i very.

3. If a nedication shortage is discovered
after nornmal pharnmacy hours:

3.1 A licensed nurse obtains the
ordered nedication fromthe energency stock
suppl y.

3.2 If the ordered nedication is not
avai l able in the enmergency stock supply, a
licensed nurse calls the pharmacy's energency
answering service and request to speak with
the regi stered pharnmaci st on duty to manage
the plan of action. Action may include:

3.2.1 Energency delivery.

3.2.2 Use of energency (back-up) pharnmacy.
4. |If an energency delivery is unavail abl e,
a licensed nurse contacts the attending

physician to obtain orders or directions
whi ch may incl ude:

14



29.

4.1 Holding the dose/ doses.

4.2 Use of an alternative nedication
avai l abl e fromthe emergency stock supply.

4.3 Change in order (tinme of
adm ni stration or nedication).

* * *

6. When a nissed dose i s unavoi dabl e:

6.1 Docunment m ssed dose on the
Medi cati on Adm nistration Record (MAR) or
Treat ment Adm nistration Record (TAR):

6.1.1 Initial and circle to indicate
any mssed dose. Docunent explanation for
m ssed dose according to physicians order:
e.g. "hold dose" on back of MAR/ TAR and

i ndi cate "See nurses notes for explanation.”

6.2 Docunment explanation of m ssed dose

in the Nurses Notes:

6.2.1 Describe circunstance of nedication

short age.

6.2.2 Notification of pharmacy and response.

6.2.3 Action(s) taken.

Manor Care staff did not conpletely fulfill

t he

requi renments of the quoted procedures. The MAR for Resident 10

conplied with the docunentation requirenent that m ssed doses be

initialed and circled, but nmade no reference to explanatory

nur ses'

notes. The records indicate that the nurses'

not es

regardi ng the m ssed doses were not nade contenporaneously, but

were conpleted later in the norning of August 10, 2004. As noted

above,

the nursing staff nade several

15
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phar macy deliver the fentanyl, but never proceeded to the next
step of using a back-up pharmacy or contacting the attending
physi ci an because of the attendi ng nurses' observations that
Resi dent 10 was not in pain or disconfort.

30. The federal CMS issues a "State Qperations Mnual "
contai ning guidelines that are relied upon by surveyors when
assessing conpliance with regulatory requirenents. The State
Oper ati ons Manual provides, as follows regardi ng all eged
violations of 42 C F. R Section 483. 60:

A drug, whether prescribed on a routine,
ener gency, or as needed basis, nust be
provided in a tinmely manner. If failure to
provide a prescribed drug in a tinmely manner
causes the resident disconfort or endangers
hi s or her hgalth and safety, then this
requi rement i s not net.

31. There was no all egation nade nor evidence presented
that Resident 10's health or safety was endangered by the m ssed
doses of fentanyl. Thus, the issue, as franed by the Quidance
to Surveyors docunents, is whether Resident 10 experienced
"disconfort." The evidence presented at hearing did not
establish that Resident 10 experienced pain or nore than m nima
addi tional disconfort due to the m ssed nedi cati on.

32. At nost, the evidence proved that Resident 10 was
upset by the fact that she m ssed doses of fentanyl. She did

not tell anyone that she was in pain and displayed few if any,

out ward behavi oral indications of pain. Resident 10 went about
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her normal routine, including sleeping for a tine and goi ng
outside to snoke cigarettes on the gazebo. Subsequently, in
Sept enber 2004, Resident 10 was di scharged from Manor Care and
returned to her own residence.

33. The alleged violation of C F. R Section 483. 60 was
classified by the surveyors as an isolated "Class I1"
deficiency. Subsection 400.23(8)(b), Florida Statutes (2004),
provides, in relevant part:

A class Il deficiency is a deficiency that

t he agency determ nes has conprom sed the
resident's ability to maintain or reach his
or her highest practicabl e physical, nental,
and psychosoci al well-being, as defined by

an accurate and conprehensive resident
assessment, plan of care, and provision of

services. A class Il deficiency is subject
to a civil penalty of $2,500 for an isol ated
deficiency . . . A fine shall be |evied

notw t hst andi ng the correction of the
defici ency.

34. Subsection 400.23(7)(b), Florida Statutes (2004),

provi des that the presence of one or nore Class Il deficiencies
requires AHCA to assign a conditional |icensure status to the
facility. Conditional licensure neans that a facility "is not

in substantial conpliance at the tinme of the survey with
criteria established under this part or with rul es adopted by
t he agency."

35. Subsection 400.23(8)(c), Florida Statutes (2004),

defines a "Class Il1" deficiency as follows, in relevant part:

17



A class IlIl deficiency is a deficiency that
the agency determnes will result in no nore
t han m ni mal physical, nental, or
psychosoci al disconfort to the resident or
has the potential to conprom se the
resident's ability to maintain or reach his
or her highest practical physical, nental,
or psychosoci al well -being, as defined by an
accurate and conprehensi ve resident
assessnent, plan of care, and provision of

services. Aclass Ill deficiency is subject
to a civil penalty of $1,000 for an isol ated
deficiency . . . Acitation for a class Il

deficiency nust specify the tinme within
whi ch the deficiency is required to be
corrected. If a class IlIl deficiency is
corrected within the tine specified, no
civil penalty shall be inposed.

36. Under all the facts and circunstances set forth above,
it is found that Manor Care did not provide Resident 10 with her
prescribed fentanyl during the |ate night hours of August 10,
2004. It is further found that though Manor Care's nursing
staff nmade repeated efforts to obtain the fentanyl through its
contracted pharmacy and received repeated assurances that the
medi cation was "on its way," Manor Care's nursing staff did not
follow all of the procedures set forth in the pharmacy's policy
and procedure nmanual to secure the nedication on an urgent
basis. However, the evidence did not establish that Resident
10's "ability to maintain or reach . . . her highest practicable
physical, nental, and psychosocial well-being" was conprom sed

by the m ssed doses of fentanyl. At nost, Resident 10 suffered

“m ni mal physical, nental, or psychosocial disconfort,” and the

18



al I eged vi ol ati on should have been classified as an i sol at ed
Class |11 deficiency.

CONCLUSI ONS OF LAW

37. The Division of Adm nistrative Hearings has
jurisdiction over the parties and subject nmatter of this case
pursuant to Section 120.569 and Subsection 120.57(1), Florida
Statutes (2004).

38. The burden of proof is on AHCA. See Beverly

Enterprises - Florida v. Agency for Health Care Adm nistration,

745 So. 2d 1133 (Fla. 1st DCA 1999). The burden of proof to
i npose an adm nistrative fine is by clear and convinci ng

evi dence. Departnent of Banki ng and Fi nance v. Osborne

Stern & Co., 670 So. 2d 932 (Fla. 1996). The burden of proof

for the assignnment of |icensure status is by a preponderance of

the evidence. See Florida Departnent of Transportation v.

J.WC. Conpany, Inc., 396 So. 2d 778 (Fla. 1st DCA 1981); Balino

v. Departnent of Health and Rehabilitative Services, 348 So. 2d

349 (Fla. 1st DCA 1977).%
39. Subsection 400.23(7), Florida Statutes (2004), states
in relevant part:

(7) The agency shall, at |east every 15
nmont hs, evaluate all nursing hone facilities
and nake a determ nation as to the degree of
conpliance by each licensee with the
established rul es adopted under this part as
a basis for assigning a |licensure status to
that facility. The agency shall base its

19



eval uati on on the nost recent inspection
report, taking into consideration findings
fromother official reports, surveys,
interviews, investigations, and inspections.
The agency shall assign a licensure status
of standard or conditional to each nursing
hone.

(a) A standard licensure status neans
that a facility has no class |I or class Il
deficiencies and has corrected all class I
deficiencies within the tinme established by
t he agency.

(b) A conditional licensure status neans
that a facility, due to the presence of one
or nore class | or class Il deficiencies, or
class Il deficiencies not corrected within
the tine established by the agency, is not
in substantial conpliance at the time of the
survey with criteria established under this
part or with rules adopted by the agency.

If the facility has no class I, class Il, or
class Ill deficiencies at the tine of the
foll owup survey, a standard |icensure
status may be assi gned.

40. AHCA has alleged that Manor Care violated 42 C F. R
Section 483.60, adopted by reference by Florida Adm nistrative
Code Rul e 59A-4.1288, because Resident 10 did not receive a pain
medi cati on on the schedul e prescribed by her attending
physi ci an.

41. Section 400.23, Florida Statutes (2004), provides, in
rel evant part:

(1) It is the intent of the Legisl ature
that rul es published and enforced pursuant
to this part shall include criteria by which
a reasonabl e and consistent quality of

resident care may be ensured and the results
of such resident care can be denonstrated

20



and by which safe and sanitary nursing hones
can be provided. It is further intended

t hat reasonable efforts be nmade to
accomodat e t he needs and preferences of
residents to enhance the quality of life in
a nursing home .

(2) Pursuant to the intention of the
Legi sl ature, the agency, in consultation
with the Departnment of Health and the
Departnent of Elderly Affairs, shall adopt
and enforce rules to inplenment this part,
whi ch shall include reasonable and fair
criteria. . . . (Enphasis added)

42. The enphasi zed portions of the quoted statute nake it
clear that Florida Adm nistrative Code Chapter 59A-4,
establ i shing m ni num standards for nursing hones, does not
i npose strict liability on nursing hones. The regul ati ons nust
be interpreted as requiring nursing homes to nmake reasonabl e
efforts and to exercise reasonable care to ensure resident
saf ety.

43. In simlar fashion, the State Operations Manua
promul gated by the federal CMS does not inpose strict liability
on nursing honmes for providing nedications in a tinmely manner.
Rat her, the State Operations Manual provides that the
requirements of 42 C.F. R Section 483.60 are not net only if
"failure to provide a prescribed drug in a tinely manner causes
the resident disconfort or endangers his or her health and

safety.”
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44, AHCA did not establish that Resident 10's health or
safety was endangered. At nost, Resident 10 suffered the
"m ni mal physical, nental, or psychosocial disconfort”
associated with a Class Ill deficiency. A Class Ill deficiency
cannot be the basis for a fine or a "conditional" |icense unless
it is not tinmely corrected by the nursing hone. No evidence was
presented that Manor Care's admtted deficiency in providing the
fentanyl to Resident 10 was ever repeated. Thus, there was no
proof that the deficiency was severe enough to support any
penal ti es.

45. Regardl ess of whether AHCA's burden of proof was the
pr eponderance of the evidence or clear and convincing evidence,
AHCA failed to prove that a Class Il deficiency existed at Manor
Care's facility. Thus, there was no basis for the inposition of
either conditional |licensure or an adm nistrative fine.

RECOMVENDATI ON

Based on the foregoing Findings of Facts and Concl usi ons of
Law, it is
RECOMVENDED t hat AHCA enter a final order dismssing the

Adm ni strative Conpl aint.
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DONE AND ENTERED this 26th day of August, 2005, in

Tal | ahassee, Leon County, Flori da.

Loty [ Sloeroon

LAVWRENCE P. STEVENSON

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSoto Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675  SUNCOM 278- 9675
Fax Filing (850) 921-6847

wwwv. doah. state. fl.us

Filed with the Cerk of the
D vision of Adm nistrative Hearings
this 26th day of August, 2005.

ENDNOTES

' Codified at 42 U.S.C. 1395x(w).
2/ Ms. Dol an's observations have not been disregarded, but have
been considered in light of the facts that fentanyl is potent,

hi ghly addictive, and takes effect gradually over the 15 m nutes
the "lollipop" is consuned and for approxi mately one hour
thereafter, according to the Physician's Desk Reference entry
admtted into evidence at the hearing. Thus, it may be inferred
that the i mMmedi ate relief Resident 10 appeared to experience
when she received the "lollipop" could be related to a

psychol ogi cal, if not physical, dependence on the drug rather
than an actual |essening of pain. Such an inference would be
consistent with the observations of Manor Care's staff, i.e.,

Resident 10 did not appear to be in pain but was angry at not
receiving her regular dose of fentanyl and unwilling to accept
an alternative pain reliever

3 Manor Care contends that conditional |icensure constitutes an
even greater penalty on a facility than does the inposition of
an administrative fine. The inpact of conditional |icensure on

Manor Care's property interest in its business, while not
guantified at the hearing, cannot be denied. Thus, Manor Care
urges that the assignnent of |icensure status be subject to the
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same burden of proof as the inposition of an adnministrative
fine: clear and convincing evidence. 1In at |east one Final
Order, AHCA has rejected the contention that assignnent of
licensure status is subject to the clear and convincing evi dence
standard. Agency for Health Care Adm nistration v. Health Care
and Retirenment Corporation of Anerica, Case No. 03-2569 (DOAH
Decenber 22, 2003) (Final Order June 2, 2004). 1In this case, it

i s unnecessary to determ ne the standard of proof because ACHA
failed to prove the nmaterial allegations under the preponderance
st andar d.

COPI ES FURNI SHED,

Eri c Bredeneyer, Esquire

Agency for Health Care Adm nistration
2295 Victoria Avenue, Room 346C

Fort Myers, Florida 33901

Alfred W dark, Esquire

117 South Gadsden Street, Suite 201
Post O fice Box 623

Tal | ahassee, Florida 32302-0623

Ri chard Shoop, Agency C erk

Agency for Health Care Adm nistration
2727 Mahan Drive, Miil Station 3

Tal | ahassee, Florida 32308

W liam Roberts, Acting Ceneral Counsel
Agency for Health Care Adm nistration
2727 Mahan Drive

Fort Knox Buil ding, Suite 3431

Tal | ahassee, Florida 32308

NOTI CE OF RIGHT TO SUBM T EXCEPTI ONS

All parties have the right to submt witten exceptions wthin
15 days fromthe date of this Reconmended 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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