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111 COl.CHESTERAVE
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(X4J)D SUMMAAY STATE'MENT OF OlaFJCtalCIES 10 PIlOVl~ PLAN OF COMl!CTION
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A 000 INITIAL COMMENTS ADOO

An unannounced onsRe complaint ifl1/esligatiDn
was cDndueled by the blvlslon of LicensIng and
protection on 2122111 and 2123111 as aulhorize~
by the Centers for Medieare and MediOaid. The
fallawlng daficlent prac1lce was IdentIfied.

A 144 482.13(c)(21I'ATIENT RIGHTS: CARE IN SAFE A 144
SETTING .

The patient has the righl to recalve cere In a Gafe
seUlng.

This STANDARD is nol met as evidenced by:
Ba5ild on staff Interview and record review the
hospital failed to provide ongoIng supervIsion and
acceuntabliRy for 1 applicable paUent and failed to ~/i/7., Iensure Ihe safety and well being forall paUants.
(PaUenl#1) Findings Inelud", , 1lr/iDuring Ihe Initial weeks of hospitalization from $\;;6- 11"\\J\'C-~
6123110 through 7J22110, Pallent"'" had left the~

PlA'" oF-
hospllal room, exited the nursing unit, wandered
tne hospilal and Walked off the hospital camc,us Q)/VW<YI
to smoke wllhcullha provision of an escer! r
supervision. During hospitalization, Iha pallenl ~:>fO"''><-
demonstrated challenging bahavlors 10 Include
bellJgerence, agllalion, InUmldaling verbal and
physical threats towards staff on several
occasIons and was otten non compliant \Vith
medlcallon admlnlstralion. NUl'lling not. dated
7119110 al1300 slates "Per allendlng ••..... Palient
's not allowed to leave tne unil without asslslance
d/t hIgh safely rlsk-pplienl inststs 10go outside
to smoke._ ..'l. However, before and after this notal
Ihe paUentfrequently laR tne hospital and .s
noted In nursing note from 7116110 al2045 URN
Informed pt. slhe Is not allOWed to smoka on Ihospitel grounds, and slhe wOllld have to leave
campus ••.•..Will cell sacurlty If pt does nol relum

WWOAATC YOIRECTOR'S OR P.flO\llPl:RfSUPPlISA. REPR,ESENTA"Tl'J]i'SSIGNATUR:E: TIn.• (X6)DAU

.,-../ ~ 111.- \ 1("r:-.... L, 4 -S' - II
AnydBflcl nr:y sta1eMent ending wilh lin asler!&/( (0) denDtes a deficlenc:ywi1ld1ih.lnslltI.lRon mcy be excu8ed ko~correcflng prol(kftng It Is dllltermined that
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SUMMARY STATEMI:NT OF DfAC{~CIi5S
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R~GlJV\rORY Oft LSO IDENTIfYING INFORMATION)

(l«l)IDPREFlx
TAG

A 144 Continued From page 1
WIthin 3D minutes". Desplle!he palienes
behavioral Issues and threats. Ihe hospital did not
.provlde a seeUlily escort for lhlslndivldual as
h/sha wandered the hospital and paUenl unlls.
Per Interview on 21:22111at 10:2BAM,lhe Director
of Patient Safely staled 'We cannol heve 1:1
security escorts for every palienfthat
wants 10 walk around", On 7/22110 duJ1ng one of
the petlenrs unescorted walks within the
faolllty, the patient sustained a fall with injury. Per
.lhe Director of Patient Safely the hospital
was unable 10 Identify direot cause fo' the fall, but
II was confirmed the patient was nol provided a
securIty escort aod/or supervision at the.tfme of
the ineldenlln addition, there was no definlllVe
plan In place to ensure the patient's safaty or lhe
eafely of others when Patient 111wandered In end
out of the hospUal and exited the hosplta' oampus
to smoke.

A 165 482.13(e)(3) PATlENTRIGHTS: RESTRAINT
OR SECLUSION .

The type or technique of restraint or seclusion
used must be Ihe leas! restrlcl1ve Intervention that
will be effeotive to proteclthe patlant or olhers
from harm.

This STANDARD Is no' met as evidenced by:
Based on staff Interview and record review,
physieal restraints were Jrnplemented on PaUent
#1 with no Indication for their use or evidence of
prIor attempts at less restrlctIve measures to
meet the patian~. ellnlcal needs or to protect the
safely of the patient FindingS Inolude:

1. Per reviaw on 2123/11, Petienl #1 was a<lmilled
to the Medloellntensive care Unit (MICU) on
6/24/10. The pallent anivad to MICU InlQbated,
requiring the ,assistance of a respirator for

A las

If cO'n~nual{on~hBel Pago 2:(If apar:ltlry Jl:r.~10003

/11)../4

y\ev\1l
~ot~cc.~N.
C]~o'&h

:SG-~ A-t\A-<--l.l-6()
PI•.•"I oF- ~<Yl

A 144

gvonJ IC:DUS-UUFO~M cMs.aI5l!7(02-8&1 Pt'e'klU& Van;fOll& Ob&olele.
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tlt2l MULllPI..J!, COI'lSTRUCTIOt.f

A. BUD.DING

&. WiNG

EvsmIO:pU51l1,

SUMMARY aTATEMENT OF DIEACiENCI£!S
(lSACH OEFlCrliNCY MUST BE p~gCEQeD BY FULL
,qJmUlA.'tORY OR 1.5C IPEN\"lFYlNG INFOJU4A.'nON)

oontlnued From page 2
bTeathlng. The petient was placed In a bed wilh 4
slderalls up and soli w~sl restTalntswere applied
to prevent the patient from Interfering with the
enfoTceable lube (breathing tube), PeT nursing
progtess nota <fatedM4/10 at 1145 Patienl #1
was extubated, bTeathlng sufficiently on lhe~
own. Soll.restralnts weTe removed, bulslde ralls
Temelned lip. ,,10200 on 6/26/10 a nursIng
progress nota slales: "loud bang heard from
TOOrn, upon entering PI..found on flOaT, au 4 side
rails ramaln up In bed, Confused Conversation,
oriented to peTson only, MAE (moving all
extremities) on command, without sensorImotor
deRclts. Needed asslslence of 4 to get bacK to
bed, legs weeK and unable to bear weight.
Repositioned bacK to bed. vital signs slable.
physlcalessessment done; vest posey .
applied •.•.••••••Per review of the Fell Prevention.
I:'olloy - Adult InpaUent (publiShed 03/21/2008),
.states; ItConslder USIng two upper sideraJis to
assls! with bed mobility and safe egress, Note
that "'UT side ralls up does not pravent falls end is
a Testraint if patient can InlUele bed exit."
Although the patienl Maddemonstrated &Ihe was
able to ex1tIhe bed, lhe 4 side rBnScontinued to
be used, There was 00 evidence of reassessment
10deleTmlne justifioatlons faT the continued use of
4 side rails.

The haspUBI'. Folley "Reslralnls Medical, Surgical
and Behevlara Health Indications on
Non-Psyohlatrie Units" (publlshad 04109/2010)
states "the ohoice of restraInts should always be
Ihe 'aast reEllrietlvemelhoCl possible and based
on the patien1's assessed needs.1I Record revIew
revealed Ulete was no assessment or
documentallon by nursing staff that descrtbad the
need for. or irnplernentaUon ofl physical restraints
as th(:l Jeast restrictive measure to assure the

A 165

IX'110
Pfle:FJX
TAG

FLIiTCHERALLEN HOSPITAL OF VERMONT

DI:PARTMENT OF HEALTH AND HUMAN SI:RVICES
CENTERS FOR "l:DICARE &MEDICAID S"gVICES

STATEMENTOF D~FlCIENCIES (Xl) PftOVlDERISUPPLll':RtCLIA
ANDPLANOF c01iREcnON IOENTlf[c.o.l'lONI:tUMBER:

470003



_ MA~-22-2011 TUE 10:01 AM LICENSING AND PROTECTION FAX. NO. 8022412358 p, 05

47UUU3
NMIlE OF PROVIDER. OR SUPPLIER

FLETCH~ALl.IiN HOSPITAL OFVERMONT

DEPARTMENT OF HeA~ TH AND HUMAN SERVICES
CE"TE"S FOR MIODICARE & MEDICAID SERVICES

STAl'EMENT OF pSr-'ICIENCIES (X1) PROVIDERISUPPlle!.RlCLIA
AND PLAN OF CORREOTION IOSNnFiOAnON NUMBER:

r
1

!',

I

PRINTED: 08121120tl
fORM APPROVED

OMS NO. 093B.0391
(X» DATE SURVl'V

COMPLETED

.C
02\2312011

STR~lrrADDf'{ESIh CITY, STATE. ZIP COOl!
111 COLcHeSTeR.Ave
BURLINGTON, VT 05401

PROVlDJm,IS PLAN OF (lOf'RECTlON
(EAOH CORRECTIVe ACTION SHcnJLD B~

CRoss.R~ERENCa> TOTJ-ll:. APPNOP~lA'l'e
D5PICIJENC'()

Ie
PREF'"
TAG

(X2) MUI.11PLe CONSTRUCTION

A. aU[U:lING

e. WING

SW,O,,'\ARYSTAlI:Ml!NT OF oEflCIENCles
(eACH DEFICIENCY MUST BE.p~WECED J!JYfULL
REGUl.ATO~YOR LSO IDENTtFYlNG lNFORtMTlON)

(X4) 10
PReFIX
TAG

If ~nUnQDllon shed Pl198 •• 01af'OIdJIlvIDi4170003

I
5GlS WI, A-c.1-!CO s/lfCi
1'1•• '1 elr CMre6'1Ofl

'1\)'O\lt

Alb::'
.00Q.oa"JOBL,

A 267
~(X){'{~f€J.

s ~ fHT fK.-l+~ 'l1U.[q
PI" v'\ IF-
'Ci>r~..vJ

EV8nt rO:DU5&1'

This STANDARD Is not met as evidenced by:
Based on staff Interview and record reView, after
a patient experienced a tall, an adverse patient
event report was not completed, as per hospltal
polIcy, to ensure such events a.re measured,
analyzed end monitored for paUent safety end
quality 01 eare for 1 epplicable patient. (Patient
#1) Findings include:

The opportunity to improve pallenlsafety
outcomes specinc to the use of restralnls and fall

The hospital must measure, analyze, and track
quellty Indicato,., Inoludlng adverse patient
events, and other aspects of performance that
assess prOCes.9BSof care, hospltal servJoes and
operatlohs.

A 166 ConVnued From page 3 A 165
physical safely of the patient nor was a specific
behavior demonslmled and/or dOCllmented tIlat
warranted b.olh e vest posey and 4 sIde rails.
Alternatives such es a bed alarm or .Uter were
nol attempted. The patient remained resllalned
In a vesl posey "nm 1400 on 6/25/10 even while
up In a ohair during a physlcallherapy evaluation.

In addition, alihough the hospital polley allows an
RN 10 Inlllate the use of a restraint when an
MO/LIP (Ucensed Independenl Praclllloner) Is
not Immediately available, the rscord does nol
specifically reflect notification 01an MD/UP for the
initletion of the vest posey and 4 slde rans at Jl200
on 6/26/10. A signed order lor the useoftha
restraints was not documenled until 0703 on
6/26110. The noncompliance by Ihe MICU nurse
wffh hospllal policy related to reslraint use was
conlirmed by the Dlreclor of Nursing Eduoa"on o~
the morning of 2/23/11.

A 267 462.21 (a)(2) CAl'I QUALITY INDICATORS

FORM CMS-~07(ONIB) PreVlDl.l' V&!'el:m& O~'Otole



_.!1I)R-22-2011 TUE. 10:01 AMLlCEMSIHG ANDPROTECTION FAXNO. 8022412358 P. 08

,
;'.
I
I

i
I

,
1.

!
I

I

l
I
I
i
I
I

I
l:

.">COtm-I!.TlON
010.'1'£

PRli'lTED: 03/21/2011
FORM APPROVEO

OMIl NO. 0938.0391
(X3) OAT~ SURVEY

COMPw;.rEO

<;
02123/2011

h:Jlnv ttl: "I701lD3

STRIie.r ADtlIt~SS, CITY, STATE:, ZIP COOl=.
111 COLCH15STJ:RAVe.
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PROViDER'S PLAN OF CORRECnON
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CflOSS.RiiFfHt8f{CeO TO 1HZ;: APPROPftJA1'E
'Dt=fICIENCY)

~ ~1(iK-I~

\,\ ".... oF-
CbNea-I(V\

A 267

Ie
PREFIXTAG

(X2) MUlTI?LE CONSTRUCTION

A- IlUU..olNG

e. VVlNG

Continued From page <I
prevention did not OC<luras a result of nursing
staff's failure to file a SAFE report (an adverse
avent report). On 6/25110 In MICU a1.0200 Pallent
#1 ex~ed their bed whlla <I side ,ails ware in use
and was found lying on the floor In their room.
After the fall. the patient wee plaoed back to bed,
the 4 side ralls remained up and a vast pos.y
was then applied without any avldenee of
attempllng a least reslrlcllva Intervention to
prevant further falls or restraint usa, The
hospital's" Fan Prevention Policy ~Adult
InpaflentlJ requIres staff to complete speolfito
documentation and reporting after a patient
experiences a fall, In addition to complellng a
"Post fall Evaluallon", the nurse who ha. found
PallentIJ.1 aftar the tall was also requlrad 10
complate a SAfe report. The nursa failed to file
the SAfe report orcomplete the process
essoefaled with lha "Post Fall E:valuallon". Per
IntervIew 00 2/22/11 at 10:30 AM. the Director of
Patient Safely confirmed all SAFE repons are
sent to the Patient Safety office where events are
reviewed. During this process the event is
Investigated to delermlne ".••1I1hare Is anything
we could have done dlffarently ••.••••any
environmental fectors thai lead IQ a fall..human
faclors, eny physical factors". The Director of
Pallent Safety sleted a report of pallent event
Investigations are reported monthly to the Qualily
Council ... However, due to the omIssIon oftha
SAFE reportspeollio 10 PaHent#1's fall on
S/?5/10, a qual~y compliance review relate. to
Ihe use of 4 side ralls, the use of a vest restraint
and the circumstances assoclaled wRh tlie fall
were not investigated to explore opport(,lnities for
improvement .

SUMMARV STATeMEi'NT OF CEFlCfiiNCles
(EACH DEFIOJalCY MUST as. pfu::CEDCD rtf FUI.I.
REGULATORY Oil J,SC ICENTIfYlNG INFORMATION)

Refer to Tag: 154'
A 395 482.23(b)(3) RN SUPERVISION OF NURSING A395

(X4)ID
PRi=F1XTAG

A2S7

FLETCHER ALLEN HOSPITAL OF VERMONT

NAMe OF Pf.l:OVlllER OR SUPPueR

470003

OEPAF<TMENT OF HEALTH AND HUMAN SERvices
CENTERS FOR MEDICARE & MEDICAID SERVICES

S'l'ATEMIENT OF OttFrCIENClliS (X1) PROVlOeRlSUPPU<:fVCUA
AND PlAN Of CORRgcTION IOENTlflCATtON: NUMSSR:

FORM CMS~7{02-0!l)Pf~ Vtlfll/DnsOb&oIIlIO
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FORM APPROVED

OMB NO. 0938.0391
. (><3) DATE OURVEY
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C
02123/2011

STREET ADDfU:SS, ClTY. STATE. ZIP COD}!
111 COL,CHESTERAVE
eUF\Ul-lGTON. VT 06401

P~OVlDE;R'S PLAN OF OORRECTION
(EACH OORFIEQTNf:.AOYlON SHOULp B~

eRQSS~EF$eNCEIJ 10 THE APPROPRIATI!
CSflCIENCYl

CX2lMUt.TI~ CONSTRUCTION

A.BUIlDING

B,WIItZG

10PRefiXrAG
SU~RYSTATSMENTOfoe~C~N~es

(EACIi ccFIOreNCYMUST BE PREC~ED BY FULL
neOULATQRV OR !.SOro~tmFVING lNFo.RMATIONl

(X41'D
PR!!FIX
TAe>

A 396 Continued From page 5
CARE

A. reglsterednurse mus! su~ervlse and.eValuate
!he nursing oare for each pallent

This STANDARD Is not mel as evidenced by:
Based on slsfllntervlaw and record review,
nursing slaff1\llled to conducl a pos! fall
assessment and a adverse avent report; as per
hospllal policy. for 1 applioable patlent who.had
sustained e fall while hospitalized. (Pallent~1)
Findings Inolude:. .

Per record review on 2122/11 end 2123/11 a nurse
assigned to care for PaUent#l on S/25/10 In lhe
Medlce! Intensive Care Unil (MICU) failed to
cOm}Jlete a "PQst"Fall EvaluatIon" assessment
after Pallent #1 sustained a fall from lhelr bed at
0200 while 4 side reils remained In the uprlghl
poslnon. The hospllal's "Fall Prevenllon Policy-
Adull (Iasl reviewed ~121IOa) requires sevela!
aclions to be InUlated by the nurse to Include an
;niDal Clinical avaluallon ollhe pallenl aller the fall
and daCllmenling ftndlngs ani:! au"'omes usIng
!he "Post Fall A1gorllhms".13y not compleling lile
assessment, acUons and Inlarvenllons In
response to Palienl #1's fall were nat In!daled. In
accordance wllh hospllel polley. nalffiaallonslo
nurse managers was not documented as
completed; Identification of Immediate
intervenlloM needed tc prevent anolher fall was
not documented as Implemented, end the MD
.secllon of the Post Fall AlgoJithm was also nol
completed. In addition, to not com~leling Ihe
"Post Fall Assessmentll the nurse also faUed to
complele a SAFE report (adverse event report}
as required per hospltarpollcy. By nol
complellng the SAFE report, Ihe fall incident was
nol reviewed as per hospilel prolocollo Include

A39S
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Conlinue<! From page 6
an investlgalion of !he event by the nurse
manager and a Patient Sl'lfety reView was not
triggered for QUalily Improvement for an
el/SJuallon ofrlsk faolors. The omiGslon of lIle
Post Fall Asse65ment and the failure allhe nurse
to file the SAFE report was oonfirmed on 2/23/11
,!110:45 AM.by the Director of Nursing Education.
482.23(b)(4) NURSiNG CARE PLAN

Tha ho'pltal must ansura that tha nursing eteff
develops, and Keeps curren~ a nuraing care plan
lor each pallen\.

This STANDARD Is nol mel as evidenced by:
Based on staff tntervlews and record review,
nursing slaff failed to develop a timely care plan
for a patient who was assessed 10 be at rlsk for
faUs end whO experienced a fall willie
hospitalized. (patrenl #1) FInding' Include:

1. Despite baing identlned to be at high risk for
fa11supon admission on 6/24110, Patient #1
expenenced a fall on 6125/10 and It was not unlll
6/30/10 that a care plan was developed by
nursing to Incorporale specific fall nsk (aclors
and intervenllons ror Pallentltl. Perrecord
review, on 6/23i10 Pallent #1 Was brought to the
Emargency D.partment arter being found on the
street experiencing multiple sel.ures. S/he was
sclmmed 10 the MICU cn 6/24/10 and p.r hOspital
pOlloy, an assa.sment for rail flsk was conducted
using the Hendrich II Fall Risk As •.•• sm.nt loci
as per the "Fall PreVenlion Polley. Adult
InpaUenl'. Due 10 I1sk factars Including a
neurolcgloaJ Injury with changes In mental status,
genarall.ed weakneGs and use of anllepliepUc
medloallons, PaII.n!#I's high ralll1sk score from
6/25/10 through 6/30/1 0 W.re assess.cllo b. 8
through 12 cI.p.nding on llie patient's dally
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Response for Division of Licensing and Protection Complaint Investigation on February 23, 20 II

A 133 482.13(c)(2) PATIENT RIGHTS: CARE IN SAFE SETTING

The patient has the right to receive care in a safe setting.

This STANDARD is not met as evidenced by: Based On staff interview and record review the hospital failed to provide
ongoing supervision and accountability for 1applicable patient and failed to ensure the safety and well being for all
patients. (Patient #1).

During the initial weeks of hospitalization from 6/23/10 through 7/22/10, Patient #1 had left their hospital room, exited
the nursing unit, wandered the hospital and walked off the hospital campus to smoke without the provision of an escort for
supervision. During hospitalization, the patient demonstrated challenging behaviors that include belligerence, agitation,
intimidating verbal and physical threats towards staff on several occasions and was often non compliant with medication
administration. Nursing note dated 7/19/10 at 1300 states "Per attending .... ,Patient is not allowed to leave unit without
assistance to smoke ... ". However, before and after this note, the patient frequently left the hospital as noted in the note
from 7/16/10 at 2045 "RN informed patient slhe is not allowed to smoke on hospital grounds. and s/he would have to
leave campus ..,. Will call security if patient does not return within 30 minutes ". Despite the patient's behavioral issues
and threats, the hospital did not provide a security escort for this individual as h/she wandered the hospital and patients
units. Per interview on 2/22/11 at 10:28 AM, the Director of Patient Safety stated: "We cannot have 1:1 security escorts
for every patient that wants to walk around". On 7/22/10 during one of the patient's unescorted walks within thefaci/ity,
the patient sustained a fall with injury. Per the Director of Patient Safety the hospital was unable to identify the direct
cause for the fall, but it was confirmed the patient was not provided a security escort and/or supervision at the time of the
incident. In addition, there was no definitive plan in place to ensure the patient's safety or the safety of others when
Patient #1 wandered in and out of the hospital and excited the hospital campus to smoke.

Fletcher Allen Health Response to Survey Findings

Fletcher Allen would like to take this opportunity to identify additional information that was contained in the patient's
medical record and which the Division of Licensing and Protection surveyors failed to identify. Fletcher Allen believes
that this additional information clearly demonstrates that its actions were not contrary to the Medicare regulation cited
above. What the additional information does show is that, during the time in question, the patient: (a) had full capability
to ambulate on his own, (b) did not exhibit any aggressive behavior, (c) experienced an improved mental state, and (d)
possessed the ability to perform all independent activities of daily living. While Fletcher Allen regrets that the patient
experienced a significant fall on 7/22/20 I0, a careful review of the records would lead an independent reviewer to
conclude that the patient did not lack the capability to ambulate on his own and did not require a personal escort to
accompany hirn each time he left the unit.

During the time period at issue (6/23/2010 to 7/22/2010), the following facts give a better overview of the patient's mental
and physical condition and provide sufficient evidence that the patient did not require a personal escort:

• A review of the medical record shows that, during this time, the patient demonstrated a level of independence that
he was fully capable of self-care and of ambulation.

• The patient did not exhibit any aggressive behavior during this time.
• The patient's mental status improved from oriented XI to oriented X3 and his ability to ambulate and conduct

independent activities of daily living returned to baseline levels.
• On 7/1/2010, the patient was identified as being ready for discharge to a Sub-Acute Rehabilitation Facility

("SAR"). However, despite multiple attempts for placement, a suitable SAR was not identified, because the
patient declined transfer attempts each time a suitable SAR was identified that had agreed to accept his admission.

• The patient's status continued to improve as evidenced by a physician note on 7/20/2010 stating:
"Pt feeling well. without complaints except that he is out of cigarettes. Is aware of hospital
policy that he cannot go out to smoke, but has been doing so on his own anyway." "Pt
asymptomatic and back to baseline. Ambulating independently and able to perform all ADL's
(activities of daily living)." ,

• The discharge plan written by the physician at this time indicated:
"Home or self care; discharge at anytime. Pt does not require SAR at this time as he does not
have any skilled needs. Can be discharged to the shelter with flu at Safe Harbor Medical

I



Response to Division of Licensing and Protection Complaint Investigation on February 23, 201 I

clinic at HMH."

• During this time, the patient was assessed as being independent, able to care for himself, able to independently
perform all activities of daily living, and able to competently make his own decisions.

While Fletcher Allen regrets that the patient experienced a significant fall, a careful review of the patient's medical record
shows that the patient did not exhibit any characteristics of an individual who required a one-on-one escort each time he
left the unit. In fact, during this time period, the patient was first ready for discharge to a Sub-Acute Rehabilitation
Facility (which he refused), and was later determined, on 7/20/2010, to be ready for discharge home, without the need for
skilled nursing-level care (again, the patient refused discharge). Fletcher Allen should also note that its staff repeatedly
infonned the patient that leaving the unit to smoke cigarettes was not permitted. Although Fletcher Allen wishes that the
patient had followed the advice of its health care providers and not left the unit to smoke cigarettes, state and federal law
affords competent patients the right to make their own decisions, which includes the right to disregard the advice provided
by one's caregivers. Specifically, 42 CFR g482.13(b)(2) provides that: the patient "has the right to make infonned
decisions regarding his or her care. The patient's rights include being infonned of his or her health status, being involved
in care planning and treatment, and being able to request or refuse treatment." It is the patient's prerogative to choose or
not choose to follow the advice of his or her health care providers and while Fletcher Allen would like for all of its
patients to follow the recommendations of their health care providers, we could not prevent the patient, who was
competent at the time, from leaving the unit.

Fletcher Allen Plan of Correction

A Complete literature! best practice review on elopement risk and interventions will be completed by the Nursing Director
and Nurse Manager by 5/1/20 II. Based on the outcome of the literature! best practice review the Nurse Director and
Nurse Manger will review and update the Fletcher Allen Patient Elopement Policy with expanded content on prevention -
comprehensive guidelines for identification of patients at risk for elopement, and specific interventions for patients
identified to be "anelopement risk by 6/1/20 11. Incorporate assessment elements into electronic documentation by
6/15/2011. Staff education by the Nursing Directors will occur via Patient Safety Newsletter, Notes on Nursing, staff
meetings, policy review to be completed by 7/1/2011. Report out on Patient Elopement Policy changes at the Patient
Safety Committee in July 2011. Elopement events will be reviewed on a case by case basis by the unit manager and
director, with identification of areas for improvement. A-133l.t/(}'9U1 ,1:0(, Acc'efles-l
A 165 482. 13(e)(3) PATIENT RIGHTS: RESTRAINT OR SECLUSION ~os~
The type or technique of restraint or seclusion used must be the least restrictive intervention that will be effective to
protect the patient or others from harm.

This STANDARD is not met as evidenced by: Based on staff interview and record review, physical restraints were
implemented on Patient #1 wilh no indication for their use or evidence of prior attempts at less restrictive measures to
meet the patient's clinical needs or to protect the sqfety of the patient, Findings include:

3. Per review on 2/23/11, Patient #1 was admitted to the Medical Intensive Care Unil (MICU) on 6/24/10. The
patient arrived to MICU intubated, requiring the assistance of a respirator for breathing. The patient was placed
in a bed with 4 side rails up and soft wrist restraints were applied to prevent the patient from inteifering wilh the
enforceable tube (breathing tube). Per nursing progress noted dated 6/24/11 at 1145 Patient #1 was extubated,
breathing sufficiently on their own. Soft restraints were removed, but side rails remained up. At 0200 on 6/25/10
a nursing progress note states: "loud banging heard from room, upon entering patient found on floor, all 4 side
rails remain up in bed. Confused conversation, orient to person only MAE (moving all extremities) on command,
wilhout sensorimotor deficits. Needed assistance of 4 to get back to bed, legs weak and unable to bear weight.
Repositioned back to bed, vilal signs stable, physical assessment done, vest posey applied ". Per review of the
Fall Prevention Policy - Adult Inpatient (published 3/21/2008), states: "Consider using two upper side rails to
assist with bed mobility and safe egress. Note that four side ralls up does not prevent falls and is a restrain if
patient can initiate bed exit." Although the patient had demonstrated s/he was able to exit the bed, the 4 side rails
continued to be used. There was no evidence of reassessment to determine justifications for the continued use of
4 side rails.
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Response to Division of Licensing and Protection Complaint Investigation on February 23, 2011

The hospital's policy "Restraints Medical, Surgical and Behavioral Health Indications on Non-Psychiatric
Units" (published 4/8/10) states "the choice of restraints should always be the least restrictive method possible
and based on the patient's assessed needs." Record review revealed there was no assessment or documentation
by nursing staff that described the need for, or implementation of, physical restraints as the least restrictive
measure to assure the physical safety of the patient nor was a specific behavior demonstrated and/or documented
that warranted both a vest posey and 4 side rails. Alternatives such as a bed alarm or siller were not attempted.
The patient remained restrained in a vest posey until 1400 on 6/25/10 even while up in a chair during a physical
therapy evaluation.

In addition, although the hospital policy allows an RN to initiate the use of a restraint when an MD/:1P (Licensed
Independent Practitioner) is not immediately available, the record does not specifically reflect notification <if an
MD/LiP for the initiation of the vest posey and 4 side rails at 0200 on 6/25/10. A signed order for the use of the
restraints was not documented until 0703 on 6/25/10. The noncompliance by the MICU nurse with hospital
policy related to restraint use was co,!firmed by the Director of Nursing Education on the morning of 2/23/11.

Fletcher Allen Health Care Response to Survey Findings

Before responding to the specific deficiencies raised by CMS above, Fletcher Allen would like to take this opportunity to
provide additional information on the facts and circumstances affecting the patient's care. Fletcher Allen believes that a
more comprehensive review of the patient's care would lead an independent reviewer to conclude that its use of medical
restraints was appropriate and clinically indicated. The following information adequately summarizes the indication for
restraint use and provides evidence of prior attempts at deploying less restrictive measures to meet the patient's clinical
needs:

• On 6/24/2011 at 2247 the nursing notes indicate the patient was pulling at foley catheter and removing "Miami J"
collar. The nurse consulted with the physician and the foley catheter was removed, eliminating the potential need
for soft limb restraints. The use of a patient sitter was considered and not employed as less restrictive measures,
including the removal of the foley catheter and modifications to use of equipment, achieved the goal of providing
safe and effective Careat the time in question.

• RN documentation on the restraint flow sheet shows that on at 0200 on 6/25/2011, less restrictive interventions
including "Provide companionship/supervision; reality orientation/psychosocial interventions; modify
environment" were implemented.

• Regarding the use of a vest restraint and side rails, a vest restraint was applied to the patient to prevent bed exit as
its application is less restrictive than soft limb restraints and did not limit bed mobility or access to self. Once the
vest was in place, per the manufacturer's instructions, it is recommended to employ means to minimize the risk of
strangulation including preventing the patient from sliding their legs off the bed. For this reason, we train staff to
consider the use of side rails when a patient is in a vest restraint. See attached manufacturers recommendations
for use of "posey" device. Side rails were indicated in this situation as the patient had demonstrated the ability to
move his legs off the mattress.

Fletcher Allen Plan of Correction

Nurse Educators in the SICU and MICU will develop a formal plan for educating staff by 4/8/2011. The plan will
include the review of the policy associated with the use side rails and the application of vest restraints. Review of
policy statement with staff will be documented. The education will be completed by 5/1/2011. Key educational points
will be summarized and distributed electronically to nursing staff in the March 2011 "Notes on Nursing" and in the
April 2011 "Patient Safety Tips Newsletter." Nursing staff will complete the annual "Restraint Competency" which
includes content on the need for clinical justification, documentation of continued need and documentation of
alternatives attempted as part of the 2011 annual performance evaluation process. Compliance with the completion of
the Restraint Competency will be monitored with results forwarded to nursing leadership by 8/30/2011. Audits
regarding use of restraints and compliance with the established policies and standards will be completed by a Nurse
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Response to Division of Licensing and Protection Complaint Investigation on February 23,2011

Climcal Auditor from the Institute for Quality. Feedback on performance will be providfd to nursing leadership on a
monthly basis for action related to any identified performance improvemer;t. • 41dll\ II

A\(P5 ~ . .c'~'€f~
A 267 482. 13(a)(2) QAPI QUALITY INDICATORS 1 /1. \.1A1{<N

The hospital must measure, analyze. and track quality indicators, including adverse patient events, and other aspects of
peiformance that assess processes of care, hospital services and operations.

This STANDARD is not met as evidenced by: Based on staff interview and record review, after a patient experienced a
fall, and adverse patient event report was not completed. as per hospital policy, to ensure such events are measured,
analyzed and monitoredfor patient saftty and quality carefor I applicable patient. (Patient #1) Findings include:

The opportunity to improve patient safety outcomes specific to the use of restraints and fall prevention did not occur as a
result of nursing staff's failure to file a SAFE report (an adverse event report). On 6/25/10 in MICU at 0200 Patient #1
exited their bed while 4 side rails were I use and was found lying on the fioor in their room. Afier the fall, the patient was
placed back to bed, the' 4 side rails remained up and a vest posey was then applied without any evidence of attempting a
least restrictive intervention to present further falls or restraint use. The hospital's "Fall Prevent Policy - Adult
Inpatient" requires staff to complete specific documentation and reporting after a patient experiences a fall. In addition
to completing a "Post Fall Evaluation ", the nurse who had found Patient #1 after the fall was also required to complete a
SAFE report. The nurse failed to file the SAFE report or completed the process associated with the "Post Fall
Evaluation ". Per interview on 2/22/11 at 10:30 AM, the Director of Patient Safety confirmed the SAFE reports are sent
to the Patient Safety offices where events are reviewed. During this process the event is investigated to determined ".... if
there is anything we could have done.difJerently ....any environmental factors that lead to afall .... hwnanfactors, any
physical factors ". The Director of Patient Safety state a report of patient event investigations are reported monthly to the
Quality Council ... However, due to the omission of the SAFE report specific to Patient #l'sfall on 6/25/10, a quality
compliance review related to the use of 4 side rails, the.use of a vest restraint and the circumstances associated wid. the
fall were not investigated to explore opportunities for improvement.

Fletcher Allen Health Care Response to Survey Findings

The Safety Alerts For Events system (the "SAFE system'') is one tool that is used by Fletcher Allen to identify actual or
potential safety concerns and is one of many ways in which Fletcher Allen promotes a culture of safety within the
organization. Fletcher Allen should first note that the SAFE system is a voluntary, web-based event reporting system
used to identify actual and potential events for the purposes of quality improvement. While the staff is strongly
encouraged to fill out SAFE reports, as this is a voluntary event reporting system, not all events or potential events (i.e.,
near misses) will be reported using this system

Because Fletcher Allen's position on reporting incidents in the SAFE system is voluntary, Fletcher Allen does not believe
that the absence of a report on this specific incident constitutes a deviation from hospital practice. Nor is the lack of a
mandatory reporting requirement inconsistent with the Medicare Conditions of Participation in any way. Although
Fletcher Allen does not believe that the absence of a report in the SAFE system on this particular incident was contrary to
the Medicare regulations or Fletcher Allen practices, Fletcher Allen recognizes that encouraging all safety events to be
reported through a centralized system helps to ensure consistent documentation, analysis, and improvement of safety
concerns. As such, Fletcher Allen intends to reinforce to its staff the use of the SAFE system as outlined in the Plan of
Correction below.

Fletcher Allen Plan of Correction

The Director of Patient Safety will reinforce the importance of "SAFE" event and near miss reporting as outlined in
the "Fletcher Allen Health Care Adverse Event Reporting Policy". Key educational points will be summarized and
published in the April 2011 edition of "Patient Safety Tips." The leadership team will reinforce the expectations
related to event or near miss reporting to staff by 4/26/2011.
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Response to Division of Licensing and Protection Complaint Investigation on February 23,2011

As part of an integrated performance improvement process, cases reported through the SAFE
System are reviewed at a weekly quality committee comprised of the Chief Medical Officer, Vice President of
Institute for Quality, Director of Risk Management, Vice President of Nursing, Manager of Office of Patient and
Family Advocacy, Director of Patient Safety, Patient Safety Coordinator and the Director of Regulatory Readiness.
This Committee will continue to monitor the use of the SAFE system across the organization, and will appropriately
advise hospital leadership and affected departments if it learns that specific departments or staff is not using the SAFE
System in accordance with Fletcher Allen policies.

Refer to Tag: 154
A 395 482.23(b)(3) RN SUPERVISION OF NURSING CA/IE

A registered nurse must supervise and evaluate the nursing care for each patient.

This STANDARD is not med as evidenced by: Based on staff interview and record review, nursing stafffailed to conduct
a post fall assessment and an adverse event report, as per hospital policy, for I applicable patient who had sustained a
fail while hospitalized. (Patient #1) Findings include:

Per record review on 2/2I/Il and 2/23/Il a nurse assigned to care for Patient #1 on 6/25/10 in the Medical Intensive
Care Unit (MICU) failed to complete a "Post Fall Evaluation" assessment after Patient #1 sustained afall from their bed
a 0200 while 4 side rails remained in the upright position. The hospital's "Fall Prevention Policy-Adult (last reviewed on
3/21/08) requires several actions to be initiated by the nurse to include and initial clinical evaluation of the patient after
the fall and documentingfindings and outcomes using the "Post Fall Algorithms ". By not completing the assessment and
interventions in response to Patient #1 'sfall were not initiated. In accordance with hospital policy, notifications to nurse
managers was not documented as completed, identification of immediate interventions needed to prevent another fall was
not documented as implemented, and the MD section of the Post Fall Algorithm was also not completed. In addition, to
not completing the "Post Fall Assessment" the nurse also failed to complete a SAFE report (adverse event report) as
required per hospital policy. By not completing the SAFE report, the fall incident was not reviewed as per hospital
protocol to include an investigation of the event by the nurse manager and a Patient Safety review was not triggered for
Quality Improvementfor an evaluation of risk/actors. The omission of the Post Fall Assessment and thefailure of the
nurse tofile the SAFE report was confirmed on .2/23/11 at 10:45 AM by the Director of Nursing Education,

Fletcher Allen Plan of Correction

Fletcher Allen leadership will communicate to nursing staff and nursing leadership the expectation to complete post-fall
evaluation assessments and event reporting, in accordance with Fletcher Allen policies, as outlined below:

The Directors of Nursing will review "Post Fall Evaluation" expectations outlined in the Fletcher Allen Health Care "Fall
Prevention Policy" and SAFE system reporting as outlined in the Fletcher Allen Health Care "Adverse Event Reporting
Policy" with Nurse Managers and the Administrative Nurse Coordinators and will use a case study methodology to
reinforce expectations. The Nurse Managers will then communicate the expectations referenced in the two policies
electronically or via staff meetings. This process will be completed by 4/26/2011. The Administrative Nurse Coordinators
will reinforce the expectation referenced above with staff during their rounds. The Directors of Nursing will reinforce the
key points in the March 2011 edition of "Notes on Nursing," which is distributed to all nursing staff. The Director of
Patient Safety will reinforce the educational points regarding Post Fall Evaluation, Restraint Use, and Adverse Event
. reporting in the April 2011 edition of "Patient Safety Tips." This newsletter is sent to all leaders and is shared with staff.
Each Nurse Manager's written plan for sharing this information with staff will be provided to their director by 4/8/2011.
Audits regarding compliance with "Post Fall Evaluation" expectations, as outlined in the Fletcher Allen Health Care "Fall
Prevention Policy," will be completed by a Nurse Clinical Auditor from the Institute for Quality .. Feedback on
performance will be provided to nursing leadership on a monthly basis for action related to any identified performance

improvement. A3QS ?-OC ~CC~~ 4/;10111

C) C1QaJt<l1\
5



Response to Division of Licensing and Protection Complaint Investigation on February 23,201 I

A 396 482.23(b)(4) NURSING CARE PLAN

The hospital must ensure that the nursing staff develops, and keeps current, a nursing care plan for each patient.

This STANDARD is not met as evidenced by: Based on staff interviews and record review, nursing staff failed to develop
a timely care plan for a patient who was assessed .to be at risk for falls and who experienced a fall while hospitalized.
(Patient #1) Findings include:

1. Despite being identified to be at high riskfor falls upon admission on 6/24/10, Patient #1 experiences a fall on
6/25/10 and it was not until 6/30/10 that a care plan was developed by nursing to incorporate specificfall risk
factors and interventions for Patient #1. Per record review, on 6/23/10 Patient #1 was brought to the Emergency
Department after being found on the street experiencing multiple seizures. SIlte was admitted to MICU on
6/24/10 and per hospital policy, an assessment for fall risk was conducted using tire Hendrich II Fall Risk
Assessment tool as per the "Fall Prevention Policy-Adult Inpatient". Due to riskfactors including a neurological
injury with changes in mental status, generalized weakness and use of antiepileptic medications, Patient #1 's high
fall risk score from 6/25/10 through 6/30/10 were assessed to be 8 through 12 depending on the patient's daily
clinical status. (A score of 5 or above designates a patient as a Level IIlhigher fall risk requiring additional fall
prevention interventions). When admitted to MICU on 6/24/10, Patient #1 was placed in a bed with all 4 side
rails remained up. On 6/25/10 at 0200 while all 4 side rails remained up Patient #1 exited their bed and was
found on the floor in their MICU room. The "Fall Prevention Policy" Post Fall Assessment process includes
nurse managers or their designee assuring plan of care exists to address the riskfactors and fall precautions are
initiated. On the morning of 2/23/11 the Director of Nursing Education confirmed that nursing staff failed to
develop and implement afall risk care plan until 6 days after Patient #1 was identified to be afall risk ....

Fletcher Allen Plan of Correction

Nurse educators in the MICU and SICU will develop and implement training that reinforces the use of electronic care
plans. This training will be completed by 511/2011. Evidence of completion will be documented by the Nurse
Educators and provided to the Nurse Managers and Directors. The current fall care plan content in PRISM is being
reviewed by the Fall Prevention Committee. The Committee will make recommendations for improvements on
5/1/2011. Audits regarding compliance with care plan development will be completed by a Nurse Clinical Auditor
from the Institute for Quality. Feedback on performance will be provided to nursing leadership on a monthly basis for
action related to any identified performance improvement.
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