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AOOO INITIAL COMMENTS AOOO

A full hospnal survey was completed on March
8-11, 2011. In conjunction wUh the survey, four- ..._-._- f-!aGility-repQltS-and-ooe.complaioLwete<iQcluded_ --- .. -- ..__ ....... ._--.-. ~•••. ,___ • '''~M,•.••. '- _._ ..__ .for Investigation. ..

An Immediate Jeopardy siluation was determined
to exist based on Ihe hospnal's failure to pr~vent
the use of unnecessaryfo!ce resulting In injury,
the use of prohibited lVeapons and reslralnls in
response to patient behaviors, and for not
assuring the immedfate availabitity of emergency
power for surgIcal procedure rooms In outpatient
clinics.

The Immediacy component of the Immadiate
Jeopardy situation was abated on 3110111 at 6:30
PM when Ihe.hospllal assured all prohlblled
weapons and restraints were removed from
Security staff and stated no further use of the
weapons and restraint device will be allowed.

The Immediacy component of the Immediate
Jeopardy siluation was abated on 3111111 at 1:30
PM when the hospital assured emergancy lighting
was being immediately installed in Identified
outpatient surgical procedure rooms.

Nota: As a resull of Ihe 'full hospital survey, and
two complaint investrgations to assess
compliance with the Federal Condilions of
.Participation for Acule Care Hospitals, the
hospital was determined not to be in compfiance
with the Conditions of Participation for. Palient
, Rights; Governing Body: Compliance IVlth Federal
State and Local Laws; and Surgical Services

••G~ A-nA-t.1.\-t:()A 020 482.11 COMPUANCE WITH LAWS, A 020
pl.-AN af- Caff.<.:(j~J

Complianqe with Federall Stale and local Laws i
lAOO~J.Qsr..oIRECTOR'S 'ftROVIOEIlJSUPPUER REPRESENTATiVE'S SIG~ATURE llTLE lX61 DATE

n~ / '~ UP Ck-, \;-{, . ~ -~ ~(I
Ally Iicfency statement ending with an aslerisk (Oldenate~ a deficiencYwhich the Instill/lionmay be ~used irom correcting provldlngills de!ermfned that
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A 020 Continued From page 1 A 020

1. Based on record review and staff jnterview the
hospital failed 10assure that each patient had the
riaht to make informed decJs~ons about their care
and were treated with dignity and respect in 1
applioeble record reviewed. (Patienl #8) Findings
include:

Per record review, Patient #8, who was volunlan1y
admitted to Shepardson 6 inpatient psychlatrtc
unit due 10 psychosi •• requested Lunesta
(medication for insomnia) during the evaning shift
on 1/18/11. Nursing noleson 1/18/11 at 8:35 PM
stated "Pt raquested Lunesta but when given It
spit it right OUI. Nurses made multiple
unsuccessfui attempts to get pt to take Lunesta.
pt continued 10spit pill out and spiVspill chocolate
milk an self and olhers:Pt conllnued to express
that she wanted the medication, yet was unable to
take it••:' Per review of the hospital's internal
Invesllgation, one nurse held the medication In
palient #8's mouth while 2 other nurses physically
heid the patient'e erm and head In an effort 10
force the patient to take the medicetlon. Patient
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This CONDITION is not mat as evidenced by:
Based on slaff Interview and record review, the
"espila~falled.tQ.e""u~mpliance-wll~e""oat _. ..
Slate stalutes to inClude Bill of ~ights or Hospitai
Patiente and the 2006 Edition of VT Fire and
Building Safety Codes. FIndings include:

Vermont State Statutes
Title 18: Health
Chapter 42: Bill of Rights For Hospital Patients
Section 1852 (al (1) The patient has lite rtghtlo
considerate and respectful care at af] times and
under 'all circumstances with recognllion of his or
her pelSona! dignity. '
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~~; interview with Nurse #1 on 3/9/11 al 11;30
. .Jhr.ee...nurses..w.ere..pJacad..an..adminislratiYJL ... _ ".
leave as the result of this event and staff .,
educatioh was provided whIch Included the use cf
involuntary/emergency medrcation and restraint.

2, Per Interview with thei A•• lstanl Fire Marshal
on 3/11/11 al2:30 pm, the hospilal began
laboralol)' funcUons al an outpatient facilily on
3f7111 without first obtaining an occupancy permit
in violaUon 012006 Edltipn olVT Fire and Building
Safely Code: 20 VSA Chapler 73.

A 043' 482.12 GOVERNING BODY

A 020 Continued From page 2
118f\lfused the medicallon.

The hospital must have an effective governing
body legally responsIble lor the conduct of the
hospital 8S an institution. If a hospital does not
have an organized governing body, the persons
legally responsible lor the conduct 01 the hospi"'"
must carry out the functions specified in this part
thel pertain 10the governing body.

This CONDITION Is nol m~t as evidenced by:
Based on obselVatiotls, staff interviews and
record review conducted lhroughoulthe days 0.1
survey, the Gov~rnTng Sod)! falled to ensure
protection and promotion of Patienl Rights based
on the hospital's !ailure to pravenllhe use 01
unnecessary force resulting in inj\Jry and the use
of prohibited weapons.and restraints in response
to patienl behaviors, The Governing Body failed
10ensure the safely 01patients by falling 10equip
outpatient facUitles, were surgical procedures are
performedj with required emergency lighting.
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A 115 Continued From page 3 A 115

A hospital must prolect and promote each
pauenrs rights.

.. -c.. . _ ....•..... -. --'---- -._.- - -~.,. ._..-:SC;~.A--f(;(M'~"- ...This CONDITION is not met as evidenced by: ~;J;Based on record review and staff IntervIew, the
P!-At1 ~f-;ret.-roNCond~lon of Pa~lcJpatlon for Patlenfs Ri9hts was

not met based on the hos plta;'s failure to prevent
~ ))the use of unnecessary force 'resultlng in Injury

l\\1U\\Q()0~~}OOand the use of prohibited weapons and reslraints
In response to patient behaviors.

Refer to A.0154
. A 121 482,13(a)(2)(i) PATIENT RIGHTS: GRIEVANCE A 121

PROCEDURES

[At a minimum:]
Tne hospital must establlsn a clearly explained
procedure for the submission of a patient's written
or verbal grIevance to the! hospItal.

This STANDARD is not met as evidenced by: 5GG- A-ritl-(,.l-\: 60 '-if ~,/I1Based upon review of inform aUon provided to
patients/families at the time of admission and

.~I-~ or Co!~otJ
interview, the facilily failed to provide sufficienl .
Information that clearly articulated lhe facilities
complaint and grievance process. Evidence !'~
includes the following: ,

0,~\ ~~~
On 319/11.at approximately 2:00 PM, an interview \J\ Q~~was conducted with Manager of Patient & Family
Advocacy related to tha complaint and grtevance
process at the faclily. At this time, a packet of
information was revIewed which was confirmed to

~be the information presented to patientsffamilies
at the time of admission which was titled, "Guide ~
for Inpatients". The packeteontained addnional
Information including patient rights and
responsibilities. .

- _ .••...•

i,
!

,,.. .

FORM CMS.2567{02-S9) Previous Versions Obsclele e..,anlID:MEEK11 FaciE\Y ID; 410003 If continuation sheet Page" of 41



FLETCHER ALLEN HOSPITAL OF VERMONT

DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

(X4) fO SUMMARY ~TATEMENT OJ:'DEFICI'ENClES
PREFIX (EACHDERClENCYMUST BE'PRECEDEOBYfUI.1.
TAG REGULAroRY OR!..SCIDENTifYING INFORMATIOn,) '''''COMP1Enoo .""re

PRINTED: OJ/2412011
FORM APPROVED

OMB NO 0938-0391
(X3) DATE SURVEY

COMP1.ETED

C
03/11/2011

STREET ADDRESS. CITY, STATE, ZIP CODE
111 COLCHESTER AVE
BURLINGTDN, VT 05401

PROVIDER'S PLAN OF CORRECTION
[EACHCORRiCllViACTlON SHOULOSE.

CROSs-REFERENCE!> TO THE APPROPRIATE •
OEfICIENCY)

10
PREFIX
TAG'

B.WING

(X2) MULTIPLE CONSTRUCTION
A. BIJJlDlNG

(Xl) PROVlOERISUPPL1ERlCLlA
ffiENTIAr;AlI0N NUMSeR:

470003

STATEMENT OF DEFiCIENCIES
AND PlAN OF CORRECTION

NAME OF PROvrOER OR SUPPLIER

A 121 Continued From page 4 A 121

i Form #017773P dated 1/25/10 was identified
during the inleN!ew as 10where patients/families
culdJind.infoIDlatiQliabo.ul.Jba.colnplaiolatllL _. •
grievance process. The only information In the
noUce pertaining 10filing a complaint and/or
grievance was: " If you have srJY questions or
complaints about your staY, please contact our
Office of Patient and Family Advocacy. They Wlil
listen to your concerns and work with you to
address them." The form provided lhe name of
the hospital, address and phone number but no
conlact person. Also provided weR! Vermont
agencies for additional assistance with other
concerns.

..__ -.". •... . .

6<:,<;- II-11"A"'-\.\-(::"

flt--II-<J i)r- Co;[{«,fd'l

Review of the "Guide for Inpatients" on page 11
read, n We encourage direct feedback 10 c;lny staff
at the time a concern arises. In addition, a
specific review process Is offered through our
Office of PaNen! and Family Advocecy. This
process [neludes appropriate Investigation and
resolution at the point of service and/or referral to
our Grievance Committee for review and written
response. For more information. conta.ct our
Office of Patient and Family Advocacy.

Nellher document clearly explained how a
complaint or grie""nce could be flied including
Ume frames and expectations. The interview
confirmed that the informalion reviewed was how
the patient was informed about their right to me a
oomplaint or grievance

A 131 482.13(b)(2) PATIENT RIGHTS: i~FORMED
CONSENT

The patient or his or her representative (as
allowed under Slale law) has the righllo make
informed decisions regardIng his or .her care.

.

A 131
~ ~ /l-TT"" A-c..1A- c9
P LA... ~F-CaN<d:IOrJ

FORM CM5-2567(D2-99} PreVlo\JsVenJons. Obsolele EvenIIO:MEEK11 If conllnuatloJl s~elPage 5 of 41



DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 0,/2412011
FORM APPROVED

OMS NO 0938-0391
STATEMENT OF DEFICJENCIES (Xi) PROVItJERTSUPPUERlCLlt\ (X21 MULTlPlE CONSTf\UCTJDN (X3) DATE SUAVeY
AND PLAN OF CORRECTION IOENllRCATION Nl1MBER:

A. dUllOlNG
COMPLeTED

C
. 47D003 B. WING

03/11/2011
NAME OF PROVIDER OR SUPPUER STREET AOCRI!S'S; CtTY. STATE, ZIP CODE

FLETCHER ALLEN HOSPITAL OFVERMONT 111COLCHESTERAVE
BURLINGTON, VT 05401

ex") 10 SUfII'.MARY STATEMENT Of DEFICIENCIES 10 PROVIDER'S PlAN OF CORRECTION "'~PREFIX (EACH OEFICIeNcY MUST &E PRECEOEO BY FULL PREFlX (EACH CORRECilVEAC'TlON SHOULD BE COMPl.ETtOij
TAG REGUlATORY OR LSC IDENTIFYING INFORPMTJON) TAG CROSS-REFERENCED TO THEAPPROPlUATE "ATO

DEFICIENCY)

A 131 Continued From page 5 A 131

The patient's rights Inelude baing Informed of his
~~.~~nh"ealth slatus;baing involved In care. ~mmmt. and being able to rero!~t-.~--. . -_. -- ...... " ...... _. .- ... .-,"-
or refuse lreatment. This rtght musl hoi be
construed as a meohanism to demand the'
provision of trealment or sarvlces de~med
medlcany unnecessary or Inapproprtate.

This STANDARD is nolrnel as evidenced by'
Based on record review and staff interview the
hospilal felled to assura thai each patient had the
right to make informed deel.lons about their oare
and were Ireated with dignity and reepeet In 1
applicable record reviewed. (Patient#8) Findings
include: 6~ M'A-(.t.\- eo '/!I2-/I(
'1. Per record review, Patient #81 who was pl..-"' •..• or Co.v@cY1
voluntarily admitted 10Shepardson 6 inpatient
psychiatric unit due to psychosis, requested !
Lunesfa (medication for Insemnla) du.rtng the
evening shift on 1/18/11. Nursing notes on
1118/11 at 8:35 PM stated Opt requested Lunesla
liutY/hen given It 'pltlt nght ouL Nurses made
multiple unsuccessful attempts tc>get pi 10 leke
Lunesta, pt continued to spit pill oul and spillspill
chocolale mill< on self and others. Pt continued to
express that she wanted the medication, yet was
unable to.take iL .." Per review of the hospl!ars
internal Investigation, one nUrse held the
medication in Patient #8's mouth while 2 other
nurses physlcaily held the patienfs arm and h<lad
in an effort to force the patient to take Ihe
medication. P~tient#8 refused the medicat1on. !,
Per Inlervlewwlth Nurse 111on 3/9/11 al 11:30
AM, three nurses were placed on adminlslialive
leave as the result of this event and staff
education was provided Which included the use of

I
i- .~...,
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A 131

A 143

The patient has the rlghlto personal prIVacy.

This STANDARD Is not metas.evidenced by:
Based on observation and confirmed by ln~rview,
the facility failed 10assure personal plivacy for
patl~tson one medical unit. FIndings includej

Based on observations from 318/11 through
3/10/11, medical records posled wilh the Ilrst and
last name~of patienfs were fully visible and
legible from approxfmately 18 inches away from
where they Vlere slored althe nursing station. Per
interview 0"'318/11 all0:45 AM, the Nurse
Manager of Ihe unit conftnmed thai "paUents and
visitors are allowed in [the] area". Per interview on
3/10/11, a staff person who works behind the
nursing station'stated that "occasionally people
corne to the nursing station via the fronf'.

A 144 482.13(c)(2) PATIENT RIGHTS: CARE IN SAFE
SETTING

A 131 ConUnued From page 6
involuntary/emergency medlcallon and restraint.

A 143 482.13(0)(1) PATIENT RIGHTS: PERSONAL
.PRIVACY

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

FORM CMS-2a67(02.99) Previous Versi<m Obsohlla
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This STANDARD Is nol mel as evidenced by:
Based on observations and staff Interview the
hospital failed to provide an environmenllhat
would ensure safety end well being for an patients
on the InpaUent psychiatric unJ!s. Findings
Include:

1. On 319/11 at approximately 9:15 AM a tour was
conductf!d on Shepardson 3 Psychiatric Unil Five
handwashlng sinks with goose neel< type faucets
which were potentially loopable devices, wereI
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A 144 Continued From page 7
observed in the following areas: 2 in the hallways
near room 335 and oulslde the Activity room; in
the tub room; In tile Activity room; and in the'
AcIMLy..roor:ll!Jdtehen••.__ . ••..• _

2. Elased on observations of the two inpatient
psychiatric units during survey, four sinks on
Shepardson 6 located in the hallway"had goose
neok type faucets whlc.h were potentially loopable
devices. During Interview on 3/9/11 at 3:30 PM,
Nurse #1 said Iheslnks were included for
evaluation dUring safety rounds but no concerns
had been identified.

A 154 482.13(e) USE OF RESTRAINT OR SECLUSION

!X<) ID
PREFIX .
TAG

Patient Rights: ReStraint or Seclusion .. All
pallents have the right to be Iree from physical or
mental abuse, and corporal punishment. All
pallenls have the right to be free from restraint or
seclusion, of any form, Imposed as a means of
coercion, discipline, convenIence, or retaliatlon by
slaff. Restraint or seclusion may only be Imposed
to ensure the immediate physical safety of the
patient, a staff member, or others and must be
dIscontinued at the earliest possible time,

Per review of security reports, record reyiew and
slaff interview, hospItal security personnel were
.equipped to use 'ASP Trifold Restraints' (used as
handcuffs) end Oleoresin Capsioum (pepper
'prey) which are prohiblLed for use by hospilal

This STANDARD Is nol met as evidenoed by:
Based on record review and staff interview. lhe
hospital failed to prevent the use 01 unnecesseIY
lorce resulling in InJuIYand the use of prohibited
weapons and restraints in response to patient
behaviors in 3 013 records reviewed.(Pl # 7,16,
17) Findings include:

~u. A-lfA-t.H-e'O
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Per review of the 1124/11 Security Services
i Incidenl Report, security personnel responded to

Per-interview on 31S/11 at approximately 9:10 AM,
Nurse # 1 stated II., hlshe wanted to leave ...
furious hlshe couldn't leave .. nurse sounded the
panic bunon .. hlshe was sitting on the toilet and
threatened 10harm staff ... Security applied plastio
wrist reslrafnts after placing h/her-on the floor on
stomach ..securlty picked hlher up end placed in
wheelchair ..3 or 4 security personnel present ..
complained of arm hurting when restraint put on
wrisl.. patient slruggl1ng during wrist restraint
applicetion ... we told hlher to stop struggling but
hlshe wouldn'l" Per record review, Patient#? had
e surgical procedure in 2002 on the right upper
arm.

A 154 Continued From page a
staff to restrain patients.

1. Per record review, Patient #7, admlUOd
v0IuRla,i1y.due.IQ.sul~ldaLldeali0n.and.opiate_ ..
withdrawal, became 'verbally and physically
agitated yelling, slamming the door and throwing
items in hislher room' on 1124111 after being told
hlshe couldn't leave the hospital. Constant
observalion was inllialed at 2:09 PM. Nursing
notes described Palient#7 as " •• currently slWng
In room and In behavioral conirol (although
tense). Awaillng crisis team to evaluaie ••" Patient
#7 was later described as silting on lhe toilel
'staring blankly and mute' while crisis melwilh
'amily members. Following Ihe emergency
evaluation, Patient #7 was described as II frate
banging his head on the wall staling "I'm going to
kill myself." Patient#? refused to transfer to the
locked inpalient psychiatric unit Without a fight'.
Nursing noles stated "given the volatility of the
situation and potential for.harm I call a Code 8.11

'.

I.

I
j

I
"

I
I
r
;
I
!

i
I

I
I
I
I
I

~«- IHff.K.~eo
PtA" ~
c<;>{"ee;;\i<y\

It contlnua1Jon sheel Pase 90f41Facility 10: 410D03

A 154

fVenl JD:MEEK11FORM CMS.~S57(02.99) Pte'"JlousVerlifons Obsoll!te



i
I.

!
l'

i
!

i, .

PRINTED: 03124/2011
FORMAPPROVEDDEPARTMENT OF HEALTH AND HUMAN SERVICES

CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STA'Ta"eNTOF DEFICIENCIES (Xl) PROVlD'ERlSUF'PI.IERICL~ (X2l MUl.tlflLE CONSTRUCTION ()':3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED

A. BUILDING .
C

470003 B. WING
0311112011

NAME OF PROVIDER OR SUPPLlIiR STREET AOCRESS. CITY, STATE, ZIP CODE

FLET,CHERALLEN HOSPITAL OFVERMONT 111COLCHESTERAVE
BURLINGTON, VT 05401

(X'110 SUMMARY STATEMeNT OF OEACIENCleS 10 PRO\llOER'S PLAN Of CORRECTION
""PREFIX (EACH CEFICIEHCY MUST BE PReCEDED BY FULL PREFIX (EACH CORFtECTlVEACTION SHOULD BE: COblPumo»

TAG REGUlATORY OR LSC IOEN71FYING INFORMATION) TAG CROSS.REFERENCED TO THEAPPROPRIA1E DATE
DEFICIENCY]

A 154 COl')tinued From page 9 A 154
the Code 8 and stood by wh,e nursing and
medical staff spoke to patient #7 about his
options. Patlent#7 said hlshe would m,ther hurt
staff and gQ.!9.Jilil.lhan go to She~ards~._ .....

•• '. M
_ .... . , . .. ... . .

(locked inpatient psychiatric unit). Patient #7 '
refused to take oral medication or move from the
toilet The report stated" The patient was fully
clothed and after several mjnutes the patlent was
advised Ihat jf hlshe did net move we would be
forced to move hlher. The patlent continued to
refuse and it was decided to then altempt to direct
the patient Into the wheelchair. However, as scon
as contact was made wllh the pallent then started
to resist and was placed down on fhe floor. The SG"'"area was.very small and the palient was
aggressively resisting so it was decided to place (.I-rt"A- (. \ -\- CoO 316111the patient into ASP disposable restraint"

Per interview on 3/1 0/11 al11 :30 AM with 1>1-«" "F- ~~/tl
Security Omcer #1 and Security Officer #2, a totat 6uy,.<..:II""of lour security officers and other patient support
perscnnel responded to the Code 8. Security
Officer #1 said he was informed that Patient #7
needed to be Iransferred to Shapardson 8 but
hlshe was refusing to go ..Security Offioer #1 said
nursIng and medical personnel were tryIng to
convince Patient #7 to walk to the unit, but Pallant
#7 was verbally threatening stating hlshe 'Wculd
rather hurt staff.and go to jail than go.to
Shepardson 6." Security Officer #1 described
Patient #7 as dressed and seated on the tcilet
with fists clenched but no attempts were made to
strike out. Sacurity Officer#1 said he made the .
decision to place Patient #7 in the MOAB
(Management of Aggressive Behavior) prone
control position to avoid Injury to his staff.
(Pallent placed on abdcmen with each arm
extended and secured at fhe shoulder and wrist
with the wrists bent upward.) Four security
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A 164 Continued From page 10 A 154
officers were used for the tltake down" P~T
Se.curity Officer #1. Security Officer #1 sald
Patlent#7 was yelling "no restraints" slating hlshe

in." • "n•••,ishl elbq.l:lC'~ Officer #2, salq _ _... ... .. . ~.... ..._- .. ... ... ._. ...•....
he had 10 back Into the shower due to space I
constraints. An ASP Trlfold Restraint was applied
which restrained Patient #7's hands behind
his/her back. ••Hl,he V(olS lold not to resist but
hlshe continued to resist. hlshe was twisting
around." Security Officer#1 said after reslJainins
Pallenl#7 hlshe was "dragged" the length of
hlher room to the wheelchair in the hallway and
lifted into the chair. Patient #7 was transported, by
four security omce"" in wrist restrelnts and '.W1l1e
holdIng his lower legs sinoe hlshe was trying to 5<;-& :>)f6111block movement of the wheelchaIr. Once arriving

tHfA-We.Oon Shepardson 6 and baing led Into seclusion,
the plastic wrist restraints were removed by a

PL"", bF- 4/2."1/1,'
device known as a 'Scarab cutte~ used by
security staff 61ncB the device cannot be removed CDrr~lu/\with scissors. When Patient #7 refUsed 10 accept
medication, Security Officer #1 said three security ,
officers held Patient #7 down, with one on each
arm and one holding hlher legs while the nursa
administered injeclable medications. Nursing
notes on 1124/11 staled the physician was aware
ef Patient #7'8 complaints of shoulder pain.

On 1127111,nursing notes for Palient#7 stated ••..
c/o chest pain/sharp: 6/10 pain rating, pain has
been present since when ewoke in middle of the
nlshtlast nighl" On 112S/11, the physician
ordered a chest x-ray. The Inpatient psychlalty
discharge summary dated 1/31111 stated "On

11/2S a chest x-ray was obtained after pain
. continued, end showed a non-displaced rib
i fracture, possibly sustained during his struggie

Iiand restreint on Shepardson 3 at the time of
transfer I for which no specIfic lntervenrion was
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A 154 Continued From page 11
required," Per Interview on :l}9111, Nurse #1
slated "the fracture probably occurred during or
as the result (]fthe restraint It Based on record

'ew.and.staff.inte",;ew,.allbougb..P-atlenU\7 •...•...
was verbally threatening end agitated; hlshe was
not combative when the use of force was
implemented.

2. Per review of Security Services Incident
Reports, the form listed a selection of
interventions Including ."FAHC Handcuffs and
FAHC Mace', During interview on 3110111 at.
11:30 AM, Security Officer#1 confirmed that ASP
Tnfold Restraints and pepper spray were carried
by seourity personnel, Seourity Officer #1 said" It
(pepper spray) would be the last resort. it's been
used once in my 5 and. 1/2 years .. it was used on
a patiant who weighed aboul 300 pounds who
was using karate kicks and punches." The Vice
President of Hospital Services provided
documentation on 3111111 et2:10 PM conceming
the use of pepper spray at Patient #17 which
, occurred on 2/612008.

A 154

S,*, A-""~ l.-I-\ eo
I'I-a(\ err- CoN<0ii<>1

. I.

I

A. Per review of Security Services Inciden1 Report
daled 21612008, pepper spray was used on ,
Patient#17 on Shepa,dson 6, the locked inpatient,
psychiatric unil. Per documentation in the report,
PaUent #17 was "ecUng out.. walked past the
,nurse's station several times and performed
.several martial acts stances towards staff •• made
an'lmpressIon of 8 gun and mads the impressIon
of shooting us .. Security proceeded to the hallway
where hlshe look off his socks clenched hlher fISt
and took up a defensive stance towards staff ...
refused several commands ~ocalm down and
come with security towards the seclusion room ..
became combeUve with staff and had to be
placed on the. floor to control him and prevent

fORM CM5-Z5B7(02-99) PIel'fOUS Vef$iOJ1S Obosolete Even! IO:MEEK11 FaclUly ID: 470003
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A 154 Continued From page 12
hlher from harming staff ..picked up offth. floor
and taken to the seclusion room .• began 10kick
door .. nursing staff went to the nurse's station .. to
..get.medications_security..pecsanael_\!emally. _.•. '., ..
command.d hlher to back away from the
door ..charged with cienched fists and was
pushing SID (security offic.r) out of the room ..
continued to b. combatlve.:Security slaff and this
officer deploy.d DC, (OJ.oresin capsicum)
spraying 1 s.cond burstln face ..••

A 154

- ,

B. Per review of Security Services Incident Report
and record review, Patient #16, who was admitted
on 9/14/10 to the cardiac unil attempted to I.av.
the hospital 10smoke dU(ing the ev.ning shift.
Nursrng notes stated tlnurse and charge nurse
w.nt with Pt to 1st floor wh.r. h.• tried to exit lhe
building. A transport member prev.nled hlher
from ""Itlng and the pI became violent slrikin9 oul
at anyon.lhat attetnpted to slop h/her. Code 8
called and security restrained the pt." When
security responded, one of the security officers
obs.rved lh. pali.nt and two slaff tnemb"",
involved in a 'struggle,' The report by security
stated ",.The patient at one point was in a
standing posllion when I ordered the palient to lay
on the ground or I would spray h/her (patient
#16). I pulled my DC (p.pper spray) oul and
aimed it... I chose nol to use lhe DC .• on seeing
the DC cenlst.r h/oh. (Patl.nt#16) app.ared to
pass out and go to the flOOT... hlshs began to
move around on the floor as If to appear to have a
s.izur •... Slaff holdin9 til. pati.nt leI go and 1
Instructed lhem that the patlenl appeared to be
faking. Siaff again h.ld the patlent.. the patient
. was h.ld to the fioor on hlhar back ..llnstruct.d
: staff 10roll h/her (Pati.nl #16) on slomach. ASPI~estretntswere applied for hfs/her protection as
Iw.1I as staff. " Per int.rview on 3/11/11 at 1:50

.?GG- A- C'\ A-C-Io\ (;{)
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A 154 Continued Fro"] page 13
PM. the Vice President of Hospital Services
confirmed Ihallhe pepper spray container was
dlreclad at Palient#16 but wes nol usad by

urllj!..E!eu.eoord. mlli"w •.2alienl#.1S ..••• s__ . •
admitted 10the oardiology for recurrent Chest pain
end LOC (loss of oonsclousness) episodes. A
neurology oonsult note stated thai Patient #16
had seven episodes of Joss of consciousness on
9/14/10 prior to Iha atiove event.

Per Interview on 3/11/11 at 2:08 PM. Ihe Vice
President Of Hospi.lal Services staled. ' we looked
al the regul.lions and thought it (pepper spray)
was okay ... it was used for safety and not ~or
therapeutlo reasons. n

A214 482.13(g) PATIENT RIGHTS: SECLUSION OR
RESTRAINT

(X",) 10
PREF'~
TAG

Dealh Reporting Requirements: Hospitals must
rep-crt deaths associated with the use of seclusion
or reslralnt.

(1) The hospilal musl report the following
informalion 10CMS:

5GGo-~.f.l-(..l.(- eo
I'\-<A '" <IF-
Cc«e6i<Y'1

Each death that occurs whlle a patient is in
restraint or seclusion.

Each death that occurs WIthin 24 hours after the
palient has been removed. from reslraint or
seclusion. .

,.
! .

Each death known to the hospitallhat 0000'"
within 1 week after restraint or seolusion where it
Is reasonable to assume that use of restraint or
placement in seclusion conlributed directly or
indirecUy to a patient's death. I-Reasonable to
assume" in this context includes, but [s not limited
to, deaths related to restrictions of mo"vement fOT
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A 214 Continued From page 14
prolonged periods oflime, or death relaled to
chest compression. restriction of breathing or
asphyxiation.- - '....._._ ..... _'.~-~.-..- -_ ..... -.
(2) Each death referenced In lhls paragraph musl
be reported to CMS by telephone no later than
the close 6f business the next business day
following knowledge of lhe patient's death.

(3) Siaff must document in the palienrs medical
record the dale and time the dealh was reported
teCMS.

A214

i
... -1
I
I

Record review revealed that Patient#49 died
within 24 hours of the removal of restraint on
1/1912011. The death was reporled 10CMS on
1/31/2011.
Patient # 50 diad on 2/14/11 and the death was
reported to CMS on 2/24/11.
Patient # 51 died on 2/15/1.1 and the death was
reported to cMs on 3110/11.
Patlenl # 52 died on 2/14/11 and the death was

Thls.STANDARD Is not mel as eyldenced by:
Based upon document revIew and interview, the
facilltjl failed to report timely dealhs associated
with restraint or seclusion for 5 of 5 records
reviewed. (Patients # 491 501 511
52 end 53). Evidence Include's lhe following.

The Regulatory Advisor for Fletcher Allen was
inlerviewed on 3/10/11 at 2:30 PM regarding lhe
faclilly process for death reporting relative to
. restraInt and/or seclusJon use.. It was reported
j lhat the facility uses clinical auditors who review !
and look for the mandaled CMS paramelers
required \0 be reported. The eMS form is
completed, laxed and enlered into the medical
record. .

:5&G- A-I!"A'C-lAC;O <1-2.4-11
\>\..o{) oF- CoH~""
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reported to eMS on 3/10/11,
Patient I>63 died on 2/4/11 and the death was
r~ported to eMS on 2/14/11.
"''' on asked to Jlf~_QthllUI~Jl!h.r~RQl!ing.
actions to CMS, slaff confirmed that the facility
did not follew the the reporlina requirement for
olher deaths as well.

A 267 482.21 (a)(2) QAPI QUALllY INDICATORS

A214

A 267

The hospilalmust measure, analyze, and track
quality indjcatorst including.adverse paUent
events; and other aspects of performance that
assess processes of Care,' hospital services and
operations.

This STANDARD Is not met as evidenced by:
Based on record review and staff interview the
hospital failed to track adverse patient events
relaled to the use of ASP Trifold restraints and
pepper spray used by security personnel
In 3 of 3 records reviewed.(PL # 7, 16, 17)
Flndin~is include:

Per review of security reports, record review and
staff interview, hospital security personnel were
equipped to use 'ASP Trifold Restraints' (used as
handcuffs) and Oleoresin Capsicum (pepper
spray) which are prohibiled for use by hospital
staff to restrain patien~s.

1. Per record review, Pallent #7, admmed
. . voluntarily due to suicidal ideallon and opiate

withdrawal, became 'verbally and physically
agitated yelling, srammrng the door and throwing
Items In hislher room' on 1/24/11 after being told
hlshe couldn't leave the hospital. Constant
observation was Inillated at 2:09 PM. Nursing
notes described Patient 1fl as n•. currently sitting
in room and in behavioral control (although

:$G4 A-~A-'-W E0

1'\ e<f"I Ot- Cofre<...""'1
"I{z.~{Il

,,,.
I
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tense), Awaiting crisis team to evaluale .." Palienl
#7 was later described as silting on Ihe loftel
'staring blankly and mute. while crisis met wrlh

---- -famlll'-membe",. -EoIiDWing~lle.eme,genC¥ ••_ . '... . . ... , , .. ...
evaluallon, PaUenlln was described as " irate
banging his head on the wall stating "I'm going to
kill myself." Patient #7 refused to Imnsferto the
locked inpallent psychlalric unll 'without a flghf.
Nursing notes slaled "given lhe volalliity of the
silualion and polentlal for harm I call a Code 8."

Per Interview on 319111al approximalely 9:10 AM,
Nurse # 1 staled It •• h/she wanted to leave ...
furious hlshe couldn't leave .. nurse sounded Ihe
panic bulton .. hlshe was silting on the toliet and

SG-G- 1\-«fl'Vl+e-tl </-1.'1"'1Ihreatened 10harm staff •.. Security applied plasUc
wrist restraints after placing hlher on the floor on

1'1.",,, o~~.f'stomach ..security picked hlher up and placed in
wheelchalr •.3 'or 4 security personnel present ..
complaIned of arm hurting when restraint put on ,
wrisL •. patienlstruggling during wrisl restraint ,
application •.. we told hlher 10stop struggling but
h/she wouldn't." Per record reviewt Patient #7 had
a surgical procadure In 2002 on the right upper
arm.

Per reVlew of the 1/24111 Security Services
Incident Report, security personnel responded to
the Code 8 and stood by whlie nursing and
medical staff spoke to Patient #7 about his
i options. Patient #7 said hlshe woutd rather hurt
, slaff end go to Jail than go 10Shepardson 6"
: (locked inpatient psychiatric uni~. Palient #7 ,
i refused to take oral medication or move from the
toilel. The report slatad" The palienl Was fuliy
clothed and after severaJ minutes Ihe patient was
advised that if hlshe did not move wa would be
forced to move h/her. The patient contrnued to
refuse and it was de.cided to then attempt to direct
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A267 Continued From page 17
Ihe patient into the wheelchair. However, as soon
as contact was made with the patient then started
to resist and was placed down on the fioor. The
""a.lIiasyllJjt.smaILand.tb.e..patieniWa"---_ •• '
aggressively resisting so ~was decided to place
the patient into ASP disposable restraint."

A 267

Per InterView on 3/10111 at 11:30 AM with
Secu~ty Omcer #1 and Security Officer#2, a total
of four security officers and other patient support
personnel responded to the Code 8. Security
Ofllner #1 said he was Informed Ihat Pallenl #7
needed 10be transferrel! to'Shepardson 6 but
hlshe was refusing to go. Seourity OffICer #1 said
nursing and medical perscnnel ware trying to
convince Patient #7 to walk to \he uni~ but Patient
#7 was verbally threatening stating hlshe "would
rather hurl staff and go to jail than go to
Shepardson 6." Security Offiner #1 described'
Patient #7 as dressed and seated on the toilet
with fists clenched but no atlempts were made 10
strike out. Security Officer #1 said he made the'
decision to place Patient #7 in the MOAB
(Management of Aggressive Behavior) prone
control position to avoid injury to his "taff,
(Patient placed on abdomen with each arm
extended and secure~al the shoulder and wrist
wl\h the wrists ben! upward,) Four security
officers were use~for the lltake downll per
Security Officer #1. Seeurlty'Offiner#1 said
Palfent#1 was yelling uno restraints" stating h/she
had a "bad right elbow." Security Officer #2 said
he had to back into the shower due. to space
constraints. An-ASP TrifoJd Restralnl was applied
which restrained Patlent#7's hands behind
hlslher back. " Hlshe was told not to resisl but
h/she continued to resist .. h/she was twisting
around." Security Officer#1 said after restraining
Patient #7 hlshe was "dragged" the length of
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A 267 Continued From page 18
hlher room.to thewheelcheir in the haHway and
lined Into the chair. Pallent #? was transported, by
four seourlty officers, in wrist reslralnts and while
holding-his.lo"".leg s .slnoal:1lshe.wasJl)/ing. to. _
block movement of the wheelohalr. Onoe amiling
on Shepardson 6 and being led into seclLlSion,
the plastic wrist restraints were removed by a
devIce known as a 'Scarac cutter' !JSed by
saourity staff slnoe the device cannot be removed
, Wllh scissors. When Patient #7 refused to accept
imedication, Securily Officer #1 said 'three security
, officers held Patient #7 down, with one on eaoh
arm and one holding hlher legs While Ihe nurse
administered Injectable medioallons. Nursing
notes on 1/24111 stated the physician was aware
ofPatient#7's complarnts ofshculder paIn.

On 1127/11, nursing notes for Patient#? statad" •.
Cia ahest painlsharp: 6110 pain rating, pain has
been present since whem awoke in middle of the .
night last nlghl." On 1/29111, the physlc!an
ordered a chest x.ray. The Inpatient psychiatry
discharge summary dated 1131/11 slated "On
1/29 a chest x-raywas obtained after pain
oonl/nued, and showed a non-displaced rib
fracture, possibly sustained during his struggle
and restraInt on Shepardson a at the time of
transfer, for which no' specific Intervention was
required." Per interview'on 319111, Nurse #1
stated "th,efracture probabry occurred during or
as the result of the restraint. n Based on record
review and staff Interview, although Pallent#?
was verbally threatening and agitated. hlshe was
not combative when the use of force was
implemented.

2. Per review of Security BeNices Incident
Reports, the form nsted a .selecllon of
Interventions including "FAHC Handcuffs and
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fAHC Maoe'. During Interview on 3/10/11 at
11:30AM. Security Officer#1 confirmed that ASP
Trifold Restraints and pepper spray were carried
hy..securill<-pe",!,DDel ,..ss,&.U dty.!lffio.erJ!1 "".COJt.
(pepper spray) would be the last resort.. Irs baen
used onoe in my 5 and 1/2 years.. It was used on
a patient who weighed about 300 pounds who
was using karate kioks and punohes." The Vice
Presidenl of Hospilal Servioes provided
dooumentation on 3/11/11 at 2:10 PM ooncemlng
the use of pepper spray at Patient #17 which
occurred on 21612008.

A. Per review oi Security Services Incident Report
dated 216/200B, pepper spray was used on
Petient#17 on Shepardson 6, the locked inpatient
psychiatric unit. Per documentation in the report
Patient #17 was "8011ngoul. walked past the
nurse's station $ev~raltimes,and periormed
several martial arts stances towards staff .. made
an impression of a gun and made the Impression
of shooting us.. Security proceeded to the hallway
where hlshe tooK off his socks clenched hlher Os!
and took up a defensive stance towards staff ...
refused several commands to calm down and
come with security towards the seclusion room ..
became combative with staff and had to be
placed on the 1I00rto control him and prevent
hlher from harming staff ..picked up off the floor
and taken to the seciusion room .. began to kick
door .. nursing staff went to the nurse's station ... to
get medlcallons .. seourity parsonnel verbalty
commanded hlher to back away from the
door ..charged with clenched ftSts and was
pushing SID (security officer)" out of the room ..
continued to be.comballve .. Security staff and tbis,
officer deployed DC, ( Oleoresin Capsloum) . I'

sprayfng 1 second bursUn faoe .. "
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B. Per review of Security Services Incldenl Report
and reC<J,dreview. Patient #16, who was admitted
on 9/14/10 to the cardiac unil attempted 10 leave
the ~~jts!.~w.oke during Ihe.~.'!~nJng-'lhi!.t.
Nursing notes stated "nurse and charge nurse
wentwilh PI to lSI ftoorwhere he med 10exit the
building. A Iransport member preventad hther
from exl~ng and lhe pi became violent s\ilklng out
al anyone lhal allempted 10 stop hlher. Code 8
called and security reslnelned the pI." When
security responded, one of the security officers
observed the patient and two,staff members
involved in a lsuuggle.' The report by security
stated " ..Tha patient at one point Was in a
standin9 position when I ordered lhe patient to lay

. on the gnound or I would spney hlher (Patient
#16). I pulled my OC (pepper spray) out and
aimed it..Ichose not to use the'OC .. on seeing
the OC canister hlshe (Palient #16) appeared to
pass out and go to the floor ... hlshe began to
move around on the floor as jf to appear to have a
seizure ..• Siaff holding the patlenllet go and I
instructed Ihem that the patlenl eppeared to be
laking. Siaff again held the palienl.. the palient
was held 10 the 1I00ron hlher back ..1instructed
staff to roil h1her (Patient #16) on slomach. ASP
reslnaints were applled.for hlsthe, protection as
well as slaff." Per interview on 3111 (11 at 1:50
PM, the Vice President of Hospital Services
confirmed.that the pepper spray conlarner was
directed at Patienl #16 but was not used by
security. Perrecord review, Patient#1Bwas
admitted 10Ihe cardiology for recurrent chest pain
and LOC (loss of consciousness) episodes. A
neurology consull note stated thai Patienl #16
had seven episodes of loss of consciousness on
9/14110 prior to the above event.

A267
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4. During lha afternoon of :3/10/11 when
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surveyors [nformed lhe hospilal of th~ Immediate
Jeopardy reiated to the use of ASP Trifoid .
restreints and peppar spraY,.the Vice President of
Quality and Operational Elfecliveness was not
awar~'llfil:rA"SP'TriRl1d.ri!W\!llllt~lllidpi!]ll>~r-
spray were being used by securily pOlSonne!. .
During review of the hospllafs Quallly program on
3111111 et 11:05 AM, the Director of Patient
Safely staled that no changes Were iniplemanted
rel.led to the use of ASP Trifold restraints
following their use on Patient #7 on 1124111. Per
interview on 3111111 .t2:0B PM, the Vice
President of Hospllal Services stated" we looked
at thel"llulations and thought it (pepper spray)
was okay ... It was used for safely and not for
therapeutic reasons,"
4B2.23(b)(3) RN SUPERVISION OF NURSING ..
CARE
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On 31Bll1at 1:45 PM, Patient #3 was obselVed tn

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

This STANDARD Is not met as evidenced by:
Based on observations. record review e:nd staff
interview, the hospital failed to evaluate the use of
skJe rails for 1 applicable reoord reviewed.
(Palient # 3) Findings inclUde:

1. Observations during a tour of Shepardson 6 on
3/8/11 a111:00 AM with Nurse #1, side ralls were
observed on patient beds. Nurse #1 confirmed
that all beds have four side ralls. Nurse #1 further
stated that staf(don't use the side rails as
restraints and patlents can elevate the side rails if
they choose to. Nurse #1 further slated ufor a
geriatric patient we might put up the top half rail
but it's not considered a restraint.1I I.,

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

This STANDARD 'Is not met as evidenced by:
Based on obseNation, interview, and record
review, Ihe hospital tailed to ensure that nursing
staff developed a nursing cara plan fer 2 of 3

A 395 Conlinued From page 22 A 395
bed wllll two half- rails elevated aHhe head of Ille
bed. Per record review, a"hollgh Patlent #3 was
identified as being at hilih rts~ for fans, there was
no assessment.!elE!!gd 10 jb.~~f?f.~ide~[~~
Per Intentlew on 3/8111 at 4:10 PM and 3/9ff1 at
9: 10 AM, Nurse #1 confirmed that half-ralls were
used for Patient
#3. Nurse.#1 said Ihe side rails were not used as I
restraints and possibly were used to access the !
carl system, but staff were concerned about I,
Patient #3's behavior and risk for falls. Nurse #1
slated 'we could Improve .. maybe olller areas of
the hospital use an assessment we eculd usa."

2. During the initial tour of Ihe Shepardson 3 Unit
on 3/8/11 at approximately 19:30 AM; and on
3110/11 at approximately 9:15 AM, the followIng
rooms were observed to be equipped with 4 side
ralls: Rooms 332, 333, 311, 323
On 3/1 0111 at approximately 9:30 AM on
Shepardson 3, Nurse #4 indicated when
Hous~keeping prepared the room for ~dmission;
the 2 upper rails were left in the raised position.
H/she added, the patients Illen dacided If they
wanted them up or down. Nurse #4 also said'
palients had an assessment for Fali'Rlsk that was
.completed ctaily anct included side ralls; however,
Ihere were no Individualized or specific
assessments for the use of side rails.

A 39S 482.23(b)(4) NURSING CARE PlAN
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patients (#26; and 1127),and failed to ensure a
care plan Included Ihe use of a C-PAP .
(contJnu'ous posItive airway pressure) machIne for
one patient (#28). The findings include:. --_ .. _.__ .....- "," . _. ..
1. Patient #26 was admitted to the Shepardson 3
Psychiakic Un~ on 3/6/11 with diagnoses which .
Included Suicide Iqealion, Depresston (Chronic),
Substance Abuse, Dissociative Identity"disorder.
Bulimia, and Family eonmcL... .
Review of the Interdisciplinary Treatment Plan
dated 3/7/11 Identified Problems as: Depressive
Sym ptoms; Suicidal Ideations with plan;
Relationship Problems; and Substance
Dependence (THC -telrahydrocannablnol, the
major PSYChoactive chemIcal compound in
cannabis). The sectien for Psycitelogleal
IntervenUons was not completed. T}1e I~stpage of
the Care Plan was only .igned by the Therapist
on 3/6111.

Observation of the Shepardson 3 Unit on 3/8/11
at approximately 10:30AM upen entrance to the
unll found the normally unlecked exit dear to be
locked. Interview with the Psychletrist lollowlng
lhe tour, revealed the locked status was due to a
patient who had been attempling to leave the .unil
The Psychiatrist explained he/she did net feel
there was therapeudic benefitler this pallent to
be tlansferred 10the Shepardsen 6 Psychiatric
Unit, which was lecked at all times.

Interview wllh Nurse #4 on 3/9/11 at
approximately 10:00AM revealed the Care Plan
did not Indicate Patient #26 was a flight risk.
There was no revision to reflect the specific
prOblem,. or interventions to be Implemented.
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A 396 Continued From page 24 A 396
2. Patient #27 was admnted to the Shepardson 3
Psychiatric Unit on 3/2111 tc 3/6/11 with
diagnoses which included Suicide Ideation.

_____ ~;."!f.'?"IP~na, ~IS.toa'YD~~Er!~(alcohol)!
I IVlrgralnelan IYlaa ISO UI:;I~.

Review of the Interdlsclpllnal)' Treatment Plan
daled 3/3/11 identified Problems as: Suicidal
'Risk. The section for Psychologlcallnlerventlons
was nol completed. The las! page of the Cere
Plan was not sl9ned by the TherapisL Inlervlew.
with Nurse #4 on 3/9/11 at approximalely 9:40AM
revealed the lnterdiscipUnary Care Plan should be
completed within 24 hours of admission.

3. Patient #28 was admltled to Shepardson 3
Psychiatric Unit on 2/16/11 with diagnoses which
included Severe Anxiety, Depression.
Hypertension. and Hyperlipidemia. Treatment to .
Include ECT (Electroconvulsive therapy).

$~ A-~ A-'- ""eo
I'l.<\n Or.-

C~({1_

Y-l1r\ \

Review oftha Pre.Admission Referral Summary
dated 2/16/11 indlcaled lhe patient had a C.PAP
(contjnuous positive airway pressuremachine) for
apnea. Review of the tnterdisciplinary Treatment
Plan daled 2/17/11 did nol include a reference 10
fhe use of a C.PAP machine. Review of the
Inpatient Psychiatry Tre.lment Plan Updale dated
2/24/11 revealed a Physician, Social Worker, and
Therapisf signature: however I there \'VaS no
signature for Nursing. On 3/10/11, an interview
with Nurse #3 on Shepardson 3 at approximately
9:30AM revealed Pl #28 did not use a CPAP
machine.

A 438 482.24(b) FORM AND RETENTION OF
RECORDS

The hospital must marntaln a medical record for
each [npa~entand oulpatient. Medical records

A436

S«-'A-q'~
P\CI"1 cF-

CotIWi..:fl

;.

,HO-I \

,
I.
I
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A 438 Continued From page 25
.must be accuralelyWlillen, promptly compleled,
properly filed and retained, and accessible. The
hospilal must Use a system of author
Identincalion and record malnlenancefuat

- -_. _.- r-trlSures th1,fnleijiilji bfllie aulfienficalron and
protects the securlly of all record entries.

This STANDARD is not met as evidenced by:
Based on observation and staff interview the
hospital failed to ensure that all medical records
were properly stored In a location that protected
them from potential fire and/or water dsmage.
Findings include:

During a tour on 317111 at 3:16 PM improper
storage of medical records was observed at an
off campus medical records location. ActiVe
patient records were obselVed stored on metal
shelves, however In several locations mulUple
records were 5tored without protection on top of
metal shelves throughout the storage area 'llith
some stacks heights to be from 6 to 15 Inohes
sitting In close proximlly to sprinkler heads. If the
sprinkler heads were prompted to disperse waterl
the improperty slored records would be In direct
oontact with water as it was expelled from the
sprinkler heads and subject to destruction. The
observation was confirmed by the Director for
Health Information Manegement at the lime of the
tour. .

A 620 482.28(a)(1) DIRECTOR OF DIETARY
SERVICES

A438

A 620

1) G€r A--q- ,Ao-L-t+EO

P) G1" ~f-
'~WI()l'l

~lrollJ

(i1) Is responsible for daily management of lhe

The hospilal must have a full.time employee who.

(i) Serves as director 01 the food and dietetic
services; I

I
I'

I
i
i
I
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A 62~ Continued From page 26
dietary seTVfces; and

A 620

~ii) Is qualified by experience or training.

--'-fTh;S'S-T.,tI;N17ARr:Hs'notmetaS"evidenCediJy~' - - - .
Based on observation. staff intelVlew and reoord
review, the DIrector of Nutrition Services laDed to
assUre that dIetary staff Implemented the pclicy .
lor monitoring of refTlgbration temperatures In
accordance with safe toDd handling practices.
Fin~in9s include;

Per observalion during a tour 01 the kitchen and
dietary areas with the Dlreclor of Nutrition
Services and olher dietary staff on 3/6111
commencing at 10: 1a AM, refrigeration
temperatures and/or temperature logs revealed
multiple days when temperatures exceeded the
sare range for storage of perishable foods and
there was no evIdence of actions taken. Out of
renge temperatures were recorded daily for
!reeze, #1 10' all 01 February and dally In March,
with ranges trom 14 - 24 degrees F (Fahrenheit).
The thermo mete, stated that Ihe temperature for
Ireezer#1 was 26,8 deg'ees:during the tour.
There were also multiple days when logs lor
kitchen refrigerators #2, 4, 10 & 13 were out of
range at 40 - 44 degrees F for the early AM
temperature check. Logs for reach-In refrigerators
In the Harvest Cafe revealed multiple days when
tel"l1peratures were out of range at 40 - 41
degrees. Per review, the hospital's PIP
"Cooler/F~eezer Temperature Chert Siandards for
Nutrition Services" stated "If a cooler or freezer
temperature is out of compliance, ( at or berow 39
degrees F for cooters and at or below 0 degrees
for freezers) it will be reported immediately to the
superviso,Read on duly.(T?) the designated slaff
will ta~e the follovong course of action and

s~'-1'1-'(\ A<-\4-6.?
PI,,,,, . (}r-c;~0'1

I.~....,. -i

i
i
I
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A 620 Continued From page 27 A 620
document by number in the celumn on the form

~ ~.".and circle the cooler or freezer which Is out of
~ &Y .~compliance,a The out of fange temper:atures were

not circled on the loos reviewed and there was no i~~'--'.'--.evidence of any remedial action taken per the - _.
-_ .. _.".- .....'." ".- .•-..._.-

poHcy. These omissions were confirmed during
IntervIew with the Director of Nutrition Services on
the afternoon of 3/8/11 after policy review. ""

A 701 482.41(0) MAINTENANCE OF PHYSICAL A 701
PLANT

The condi~onof the physical plant and the overall
hospital environment must be developed and
mafntaIned In such a manner that the safety and s~ 1I-'iTA<..l+e'Owell-being of pallents are. assured. . '-1+ \1

This STANDARD is not met as evidenced by: PI",,", i)'t- 00rf~W)
Based on observation and interview; the hospital
failed to ensu re the environment was maintained
in a safe manner. Findings include: .

Per observations made during the physical /environment tour on 318111and 3/9/11 there were
loose hand raits In the following tocations: . .~~li1. OUlSide the labor and delivery lounge ~ V ~.
2. Across from room 4-143 in the west pavilion ~ il~cl3. Between rooms 489-490 on Baird 4
4. Between rooms 574-575 on Shepardson 5

The above observations were confirmed by the
facility Quality Assurance representative
accompanying the surveyor at the lime of the
observations.

A 702 482.41(0)(1) EMERGENCY POWER AND A 702 5~ p,-"f'\AU-'tO '-1-\+11LIGHTING

There must be emergency power and lighting In
,\),,," at- ~."J

at least the operating, recovery, intensive care,

I
!--_.1
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A 702 Continued From page 28 A 702
and eme,.gency rooms, and stairwells. In all olher
areas not serviced by the emergency supply
'source, ba~ery lamps and Rashllghts must be
available. ... , . . - _. .. -- . .... ,.~, ...•~. . . .... - -- ..... -._.,- .--_.._-'------- .--- .._.-
This STANDARD is not met as evidenced by:
Based on observation and staff interview, the
hospital failed to ensure emergenCy lighting was
available at all outpatient offices where surgical
procedures are performed. Findings include:

Per.observatfon of one outpatient olinlc on ~.,."," A-'IT A-t-I-\- eo
Y-ty-IJ3/11/11, It was observa<! that although \hare Is a

~F-system to ifluminate the haUways in case of a PlAnpower oUlage, only flashlights and glow sticks are
~Iflavailable to illuminate the procedure rooms In

case of a.power outage, Per review of blmng
code. for M.rc~ 1, t011 through March 10,2011,
surgical pro~edures are periormed in the two
procedure rooms at the outpatient clinic. Per
IntelView on 3/11/11, at approximalely 9:45 AM,

A 10?- ,one c1lnloal Slaff person stated that if the lights go
oul'we have Rashllghts in the rooms". Per fde.- k~~I\interview, a second clinIcal staff person stated
Ihat if the lights went out during a procedure, staff NGJ~would f'make sure lhe f1ashrJghtswere on so they
could finish the procedure".

A 724 482.41(c)(2) FACILIllES, SUPPLIES, A 724
EQUIPMENT MAINTENANCE

'Facilities, suppiies, sf1d equipment must be ;Sa::. ~*A-<. 11.1':-0 ~30-\\maintained to ensure an acceptable level of P)",,,, J-safety and quality.

6Jrredio,v.this STANDARD is nct met as evidenced by:
Based on observation and confirmed by interview.
the hospital faifed to assure laminate hoods in the
pharmacy were maintained in an acceptable level
of quality and safety. Findings inciude:

FORM CM$-2567{02-E19} PrevlDln ViL!rsIons O1IS<lrele
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A 724 ; Cpntlnued From page 29

Based on observation on 3/9/11 at 1:30 PM of the
main pharmacy areal two of four lamlnate hoods
where IV solullons.are prepared had discolored
1ffillClegfaiIelIjllilnl on the ornsrmflFie-' ..'- ..
preparation area. The identified areas were tacky
to the touch and although degraded to the frame
in several pinpoint areas, did not appear to flake
off the frame. Per Interview at 1:50 PM on 3/9/11,
Pharmacist # 1 confirmed that the areas were
indeed degraded.

A 749 482.42(a)(1) INFECTION CONTROL OFFiCER
RESPONSIBILITIES

A 724

A 749

The infection control officer or offlCBrs must
develop e system for iden~fYing, reportin9,
investigating, and conlrolling Infections and
communicable diseases of patients snd
personnel.

This STANDARD is not met as evidenced by:
Based on ob~ervation.staff interview and reco~
review, hospital slaff failed to adhere 10 aseptio
technique during 2 applicable obselVations of
treatment/care proVision; railed to ensure
consistent monitoring of temperatures and
relative humidity was conducted and monitored in
Central Sterile Processing; and failed to ensure
equipmant In disrepair was not used in the
operating rooms. Fin.dings incrude:

1. Per observation of set up procedures for a
hemodialysis machine on the Medical Intensive
Cr;te Unit (MICU) on 3/8/11 a13:25 PM, the
Hemodialysis Technician (HD) attached the blood
chamber for the CRIT-L1NE to the Optinux
dialy~r with the same gloves used to move the
trash can closer to the dialysis m.achlne. The
conlaminalion of the dialyzer/set up was

s~ fI-lfJ'l'U-l CO
PI" 'I o'i- CoJraaioll

FOAM CMS02587(D2.S9} Previol/S Ver.sloni OOSOlete Event IO;MEEK11 • F;n:IUIv ID; 410003 ltconlInuilUonsheetPage 30of41



I.

!

i
I'
i
I
i
I

I
I
I
1

i
1
I

I
!
I
I
i

!

--~.

PRINTED: 0312412011
FORMAPPROVED

If conlfnuallon sheet Page 31 or 41Fl!clllt-t 10: .70003EVllnIID:M5EK11

DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEnlCARE & MEDICAID SERVICES OMS' NO. 0938.0391

STATEMENT OF OEF'ICIE'NCIES (XI) PROVIOERlSUPPLIERfCLIA (X2) MUt TlPlE CONSTRUCTION (Xa) OATE"SURVEY
AND PlAN OF CORRECTION lD'ENTIFICATlON NIJMBER: CO,,"'.PtETEO

A. BUILDING
C

470003 B. WJNG
03/11/2011

NAME OF PROVlOER OR SUPPI.F!=R STREET ADDRESS, CITY. STATE, ZIP COOE

FLETCHER ALLEN HOSPITAL OF VERMONT 111 cOLcHeSlER AVE.
BURUNGTON, VT 05401

{X'lIID SUMMARV STATeMENT OF OEFICIENCIES 10 PROVIDER'S PLAN Of CORRECTION
"'"PREFIX {EACH DEFICI.ENCY MUST BE PRECEOED BY FUll PREFIX (EACH COItRECnve ACTION SHOULD BS COh5'lET.IOK

TAG REGUlATORY OR LSC IDENTIFYING INFORMATION) TAG CROS~ReFERENCEDTO.THEAPPROPmATE DAn

DEACJENCY)

A749 Continued From page 30 A 749
Immediately confirmed with the HD and the
Director of RenaffTransplant Services. Alter the
observation, Ihe equipment was disposed 01 and
a new set.-up was initiated. -----~...~..... ...- ~.......~~.. '. . '. .. .... ._.. ,.' , - _. - _. ,
2, Per observation, on the aitemoon 01318/11,
Nurse #2 failed to maintain proper infectlcin
conlrol and hand hygiene technique during a

A-'tT' A-V1-\- 60dressing change procedure'. After sanitizing t>",(,- ,,\-24-\ !
hfslher hands and donning clean gloves, lI1e

PLA'\ bF- CoMWoYlnurse touched his/her face mas.k, adjusting the fit
over the nose and conWirninaling the glove, and
then proceeded to remove the dressing' covering
the catheter insertion site on lile neok of Patient
#40. During Interview, Immediately following the
'procedure: Nurse # staled s/he did not recall
touching his/her mask durtng the process 01
changing the dressing. Per review the facility's
polley tnled Hemodialysis Vascular Access:
Central Venous Calheter (CVC) Cere end ,
Maintenance, d~ted october 2010, identifies the
procedure for cve Site Assessment and Care
which Include; don mask and gown, perform hand
hygiene and don gloves, proceed 10 open slertle
supply packages and remOve lile dressing, '(be
careful to avoid contaminating the insertIon srte)',

3. During Environment of Care Safety Audits,
4-U.~11which Includes staff from the Infection Control ~G'- A-T1A<-l.\-t:O

depaIbnent, surveillance of the Central Sterile 1')"., bF-Process (CSR):( the department within the
hospital that processes, issues, and controls Correa-lollprofessional supplIes and equipment, both sterile
and nonsterlle. for some or,aD patlent-eare areas
of the faoility) failed to identify the lack 01 policy
and process for the ongoing monitoring of
temperatures and relative humidity in all CSR
locations. Per national standards developed by
AAMI (Association for the Advancemenl of

FORM CMSo2567j02.99) prevr~ Ve'sior:'s Ob5Df~t:
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A 749 Continued Fro,,! page 31 A 749
Med/callnslrumenlation} hospitals are axpected
to monitor and maintain ~mperalures and relative
. humidity withIn recomm9ndBd levels in all
locations associated with Central Sterile ..... .... - - - . ...... .... . '- - _ ... .- .. '--' .Reprocessing (CSR) to Include deco'nlamln.lion; ,
preparallon & pecking and sterne storage_

Monitoring and maintaining temperatures and
relative humidity et specific parameters I.

!>~ A-'!\ A<k\-cO 'i 12(, IIIrecommended to prevent microbial and bacterial
growlh In packeged sterilized material and {ll", '1 aF-instruments. Per Centers for Disease Control
(CDC) and Health C?re Infection Con~ol Praclice ~,.vl
Advisory Committee (HICPAC) Guidelines for
Environmentallnfeclion Control in Health-Care
FacnIlies 2003 stalee "..,Relallve humidity ievels
>80%, In addition to being perceived as
uncomfortable. promole fungal growth .."
During a tour Of CSR on 3/9/11 al 1:60 PM a
review of the hospital's monitoring process for
temperature and humidity control was reviewed.
Per observations of a Dickson humidity and
temperature chart recorder In the sterile. stores
areal the temperature reading was 69 degrees
Fahrenh~it (F.) and the relative-humidity was 15.2.
(Per AAMI guidelines ST79 2005 3.3.65 reiatlve
humidity In sterile storage is not to exceed 70%
and In other CSR locetions humidity should be
kept between 30.60 %. Optimal lemperetures IS
75.degrees F in sterUe storage; 68 - 73 degree F I

In preparation & packing; end 60-85 degrees F in I
decontamination area) . When asked how the
relative humidity and temperature levels were :
monitored the Director of CSR confirmed the oniy I
process presenijy was for staff to remove the
graft chart from the monitoring device weekly.
replace with a new graft sheet and place the
compleled graft chart In e notebook. No daily
monitoring and/or review polloy existed to assess
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A 749 Continued From page 32 A 749
if relative humidity and temperature levels met
",commended parameters In all 3 locations within
CSR that have Dickson humidity and temperature
monitoring devices. Reoommend parameters

, "ere not made aVBllaDrato stalrlor mohitOffiig-- ...
temperatures and ",Iative humidity nor was a
process davaloped lor notification ff •. problem
was identified. In addition, the lack of monitoring
and review of relative humidity and temperatures
also was parfonned at the Fanny Allen outpatient
surgicallocatJon. This deficient practice was also
confirmed on 3110/11 a18:30AM bylhe Director
oICSR.

$«-- iYTI ~ •••.e-o
P Ic<f\ f)F-

..... -CO~.Y1 j
i

i

4. Staff in the pert.operative area failed 10 adhere
to infection coatrol standards wheon an operaling .
room table extension with torn and cracked vinyl
was not removed from use, On the morning of
3f9/11 while touring the operative suite area, slaff
were observed preparing an operating room for
the neXl surgical case. Utilizing the labia
extension with several breaks in the integrity of
the vinyl surface compromised effecllve:
disinfection oflhe surfaces. In an addilion, 2 other
operating rooms table extension were noted to be
slored on the fioor in the operating room. These
observallons were confirmed by (he InterIm nurse
manager for Surgital Services to be breaches In
infection control practices and a porenUal
compromise of patient safety.

A 940 482.51 SURGICAL SERVICES A940

S.«.o 1>-1\il"l.-IA-OO

P\ ••", oF-
Q){~<Y1

I
I,

It the hospital provides surgical services, the
services must be well organized and provided In
accordance with acceptable standards of
pracllca. If outpatient surgical seIVices are
offered the services must be consistent in quality
wilh Inpallent care tn acccrdance \'Iilh the
compl~ityof services offered.

s~ A-1\I'TC-~ev
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This CONDITION is not met as evidenced by: .
Based on observations, staff interview and record
revlaw loa Gondmon of Participation: Surgical
SlmiIces:was-rrohm!raS""evlll!m"Cll1:lrum.- ..•
hospitals failure \0 monllorlemperalure and
humidity lavels in lhe Central Sterile Processing
locations; failure to ensure access to the
operative and recovery area is limited to
authorized individuals and failure 10 provide
emargency lighting In out patient areas where
surgical procedures are conducted. Findings
include:

1. Per national slaridards developed by AAMI
(Association for the Advancement of medical
Instruments) hospitals are expected to monitor
and maintain temperatures and relative humidity
within recommended levels in all locations
associated with Central Sterile Reprocessing
(CSR) to include decontamination, preparafion &
packing and sterile storaga. Monitoring and
maintaining lemper~tures and relative humidity al
specffic parameters Is recommended to prevent
microbial and bacterial gro\.'ffh in packaged
stermzed materIal and instruments. During a tour
of CSR on 3/9111 all :50 PM a review of the
hospitalls monitoring process far temperature and
humidity centrorwas reviewad, Per obsetVations.
of a Dickson humidity and lemperature chart
recorder in the sterile stores area of CSR the
temperature reading was 69 degrees Fahren"heit
{F) and the relative humidity was 15.2. (Per AAMI
guidalines 8179 2006 3,3.65 relative humidity In
sterile slorage Is not to exceed 70% and in other
C8R locations humldily should be kept between
30-60 %. Oplimaltemperalures Is 75 degrees F "
in sterile storage; sa ~73 degree F in preparation "
& packing; and 60.65 degraes F in ,
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decantamina~an area.) When as~ed how I11e
relative humIdity and tempe",lure leveis were
monitored, the Director of CSR confirmed the
only process presenl~ was for sfaff to remOVe lhe
9Fafl-shar-t-from-llle-merutoring-deviee'weeldy;-' ..
replace with e new graft sheel and place the
c:ompleled graft cliart in a noteboa~. No daily
monitoring andJor review policy exIsted to assess
if re'atlve humidity and tempera lure levels met
recommended parameters in all 3 locations within
CSR that have Dickson humidity and lemperalure
monltorjng devIces. Recommended parameteriS
were not made available to staff for moni!oring
tempe(alUTes and relative humidity nor was a
process developed for nollficatlan if a problem
was Idenlified. In add ilion, the lack of manllonng
and review of relalive humidity and temperntures
. also was noted 10 ",,1st at Ihe'Fenny Allan
outpatient sU'lllcallecalian. This deficient practice
was elsa confirmed on 3110/11 at B:30 AM by the
Director of CSR.

A 940
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I

2. During e lour on the morning of 319/11 wilh
the Director 0/ Pert-Operative ServIces the
McClure entrance to the peri-operatfve area was
observed to be unsecured creating potential
access to the operative suites arid recovery areas
by unaulherized Individuals. Although all olher
entrances tci the peri-operative area are secured
requiring employee 10 badge authorization to
access the ares, the McClure entrance is not
equipped wilh a badae ID manilorlng s,..lem. An
unauthorized individual can press the automatic
door opener, travel down a corridor where
stretchers and equipment are stored and enter
Into the operative suites area which Is also not
secured, In eddlilon, both Ihe McCiure
peri-operative door entrance and the entrance
leading directly into the operating suites are not

$<;;Go A- rr A-<-t.+eo
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A 940 Continued From page 35
distlncly marked aither on tha Roar or doors
warning unauthorized individuals are not
p'ermltted to enter, These observations were
confirmed by the Director of Peri-Operative
oeNices-atihe"tim<ra1'tlTe'ta1Jr;- '--- ... -_.

3, Per observation of one outpatient clinic on
3111/11, it was obsarvad thet allhough there is a
system to illuminate the hallways in case of a
power outage, only fiashllghts and glow sltcks are
available to illuminate the procedure rooms In
case of e. power outage. Per review of billing
codes for March 1, 2011 through March 10, 2011,
surgical procedures aTe perfonned in the two
procedure rooms at the outpatient clinlo, Per •
IntervIew on 3111111,at epproximately 9:45 AM,
one clinical slaff person stated that Iflhe light, go
041 "We have flashUgh1s In the rooms", Per
intervIew, a second clinical staff person stated
thai If the lights weDt out during e procedure, staff
would "make sure the flashlights were on so they
could finish the procedure",

A1005 482.52(b)(3) OUTPATIgNT POST-ANESTHESIA
EVALUATION

A940

Al005
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I,

[The policies must ensure that the following are
provided for each palient]

A post-enesthesla evaluation completed and
documented by an individual qualiJied to
administer anesthesia, as specified in paragraph
(a) of this section, no later than 46 hours after
surgery or a procedure requirfng anesthesia .
services. The post ..anesthesia evaluation for
'anesthesia recovery must be completed In
eccordance with Stale law and with hospllal
poliefes alld procedures, whioh have been
approved by the medical slaff and which reflect
current standards of anesthesia care.

s~~A-t\fI'U-K\?
~,,(\.J- ~~11'1
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This STANDARD is not met as evidenced by:
Based upon record review end Interview, the
facility feiled 10document complete pest
nestRe6ia-evaJl:latiGflsT"'A-revjew-1'.E:lf.:7-l:Iat~ents. • - 0... ._

who had received anesthesia services revealed
documentation by the Individual qualified to
administer anesthesia did not contain qualitative
elements Ihat addressed their recovalY from
anaslhesia and In 1 of 1 applicable anesthesIa
evaluations, the written evaluations were mas"tty
identical. (f'atlent #28) Evidence Includes the
following:

1. Reocrd review for Pallent #28 revealed a
procedure requiring general anesthesia was
ordered InUia11ytwice a week on 2/12/11 and
'Increased to three limes a week on 311111.
On 2/16/11, the ilrst procedure was conducted.
The post anesthesia evaluation conducted on
2/18111 read: "the,patie~t has been evaluated,
assessed and discharged from anesthesia care
with stable cardiorespiratory funcUon and
acceptable mental status, pain management,
body temperature, fluid balance, nausealvomltlng
control and Aldrete socre. Additional monUol1ng
and assessment needs have been addresses. rf
present, postoperative everits are documented
beJow". There Was no qualitative data Ihat
indicated what "acceptable mental status" was
nor "stable resplratolY function or the type of
anesthesia that was administered.

On 2/21111, the postenesthesfa evaluation read
as: "the patient has been evaluated, assessed
and discharged from anesthesia care wilh slable
cardiorespiratory function and acceptable mental
-status, pain management., body 'emperabJre. fluid
balance, nausea/vomiting control and Aldrete

fORM CM5-ZS67{02.GG1 PteY1GUSWf$iOl'l$ Obsolele El7eJIllD;MEEK11
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A1005 Continued From page 37 A100S
score. Additional monllorlng and assessment
needs have .been addresses. If presen~
postoperative events are documented below".

- -_.'- en-2ll15/tt;-the-post-aneslliesia-evaluatien-read- ,_.• ' _ .. -" ...
as: "the patient has been evaluated. assessed
and discharged from anesthesia care with stable
cardioresplralory function and acceptable mental
slalUs, pain management, body Aemperature, fluid
balance, nauseaJvomftlng control' and Aldrete .
score. Additional monitoring and assessment
needs have been addresses. If present,
postoperative events are documented befow".

On 3/2, 3/4. 3f7, 3/9/11, Ihe post anesthesia
evaluations an read as: "the patient has been
evaluated, asses~ and discharged from
anesthesia care wfth stable C?rdiorespiratory
function and acceptable mental slatus, pain
management, body temperature, fluid barance,
nausea/vomiting control end Aldrete score.
Additional monitoring and assessment needs
have been addresses. If presen!, postoperative
events are documented below'.

During an Interview with the Health Dare Service
Director In the afternoon of 3/9/11, the
documentation of the poslanesthesla evaluations
were discussed. The l'canned" language is a
choice in the etectronic system that the provider
has an option to choose. The anesthesia
providers discuss and-confer with clinlcal staff In
PACU (Post Anesthesia Care Unll) and usa the
clinical signs documented by PACU slaff. If no
Issues, they choose from the drop down menu
the canned language as noted above. It was
confirmed that looking directly atlhe pool
anesthesia evaluations, clinical indicators are not
present but the system could be changed so that

~~ Mf~l4:e-O
\,\ ••~ ~~ ~c.l'\
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all appl1cable clinical elements to measure
anesthesia recovery could be Included in their
system.

A1104 482.55(a)(3) EMERGENCY SERVICES
,",uuCIE6""' '''-'. ------ .. _...... . --.... _..

[If emergency services are provided at the
hospital ~J
(3) The policies and procedures governing
medical oare provlded in the emergency service'
or departmenl are eslabllshed by and are a
continuing responsibility of Ihe medical staff.

This STANDARD Is nol met as evidenced by:
Based on staff rnterview and record review the
facility failed 10establish polictes and procedures
governing the provision of medical car\3 by
Physician Assistant (PA) in the ED (Emergency
Department). Findings Include:
Per record review, Patient#5~who had been !
recently diagnosed with GBM (Glioblastoma
mullforme, a type of brain cancer), was
hospitalized for a pertod of 3 weeks duration for
treatment of complex medleal issues, incllJdlng;
Pneumocystis carlnii pneumonia, septic snack.,
DVT (Deep Vein Thrombosis) oflhe leflleg as
weli as bilateral Pulmonary Emboli (blockage of
arteries in the rungs) and Atrial Fibnllation
(condition related to heart rhythm). The palient
received anticoagulant medication as part of their
treatment, and was discharged from the hospital
on 6115/10. Patient 1105presented to the ED jusl
3 days laler, on 6116/10, complaining of lellle9
pain, and, despite the available information from
the recent hospitalization regardlng the patient's
medical history, the PA did nol consult with the
supervising Attending physician and failed 10
conduct any diagnostic studies when assessing

A1005

A1104
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the pallent's med ioal oondltion, Palient #55 WaS
diagnosed. althat time. wilh Soiatloa (related 10
irritallon of the solatlo nerve) and discharged baok
10a SNF (Skilled Nursing FaoUlty), Palient #
relUmmi to-Ure-Efl;-agaln,--3-days-laler;on' - "-' " .... -
6/21/10, with ongoing pain. and the ED
physlo1an, who provided Ihe patIent's care at tha!
time Identified that the patient had a "complex
medloal hx (hlstOlY) for GBM and ohemo ...." end
Inoluded lab and dlagnostlo Imaging studies as
part of tha assessment The lab studies identified
a signifioant drop in blood lavals requiring blood
transfusion, and a CT of the pelvis revealed
retroperitoneal bleed (bleeding intemally Into the
membrane thai lines the abdominal cavity In Ihe
erea of the lower baok), and the patient was
subsequently readmitted to the hosp~al for
treatment.
Per Interview, at 9:50 AM on 3/10/11, the MediGal
Clinical Leader, responsiple for the oversight of
quality of care provided in the ED, stated that,
although there is a supervising Attendlng
physio1an aveilable in the ED at eillime., Ihere
was no formal process in place (or assuring
ongoing/continuing assessment of the medical
oare provided by PAs, and no polloy or guidelines
that olea~y defined when a PA would be required
to consult the Attending physioien regarding
medical care of ED patients. The Cnnicalleader
slated there is an expeotation thate PA wiil
consult wilh the Attending physioian when" a
patient presents with a "complex" case, however
that delermlnallon Is le~ solely to the individual
PA's judgment S/h. also slated that allhough
there is an expectatlon lhat PAs will consult the
Attending If they are considering use of advanced
Imaging studies, particulariy CT or MRI, there is
no policy or protocol to assure consistency of that
pracUce. In addition, the Clinical Leader stated
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that the process for conducting 0090ing
assessmenl of medical care provided by PAs in
the ED Includes: a requrrement to atlend alleasl
50% of the monthly Quality Meetings where oase
I ">V,.'" ,. c~,idDC!sd~-arrdW11nfomral'process"Of--
revIew of PA records, conducted by the Cllnical
Leader, on those PAs with whom he works,
durtng clinical shifts thal slhe Is scheduled as a
supervising Attending. Sihe further slated Ihat
they are ourrenlly in the process of developing
policies and procedures for assuring
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Response to Division ofUcensing and Protection Full COP Survey: March 8~1111:, 2011

A 000 INITIAL COMMENTS

A full hospital survey was completed on March 8,11,2011. In conjunctian with the survey, four facility reports and
one complaint-were-includedfor investigation.

An Immediate Jeopardy situation was determined to exist based on the hospital's failure to prevent the use of
unnecessary force ,'esulting in injury, the use of prohibited weapons and restraints in response to patient behaviors,
andfor not assuring the immediate availability of emergency power for surgical procedure rooms in outpatient clinics ..

The Immediacy component of the Immediate Jeopardy situation was abated on 3/10/1 I at 6:30 PM when the hospital
assured all prohibited weapons and restraints were removed from Security staff and stated no further use of the
weapons and restraint device will be allowed. The Immediacy component of the Immediate Jeopardy situation was
abated on 3/11/11 at 1:30 PM when the hospital assured emergency lighting was being immediately installed in
identified outpatient surgical procedure rooms.

Note: As a result of the full hospital survey, and two complaint investigations to assess compliance with the Federal
Conditions of Parlicipation for Acute Care Hospitals, the hospital was determined not to be in compliance wilh Ihe
Conditions of Participation for: Patient Rights; Governing Body; Compliance with Federal State and Local Laws; and
Surgical Services

A020 482.11 COMPLIANCE WITH LAWS: Compliance with Federal, State and Local Laws

This CONDITION is not met as evidenced by: Based on staff interview and record review, the hospital failed to ensure
compliance with Vermont Sate Statutes to include Bill of Rights or Hospital Patients and the 2006 Edition of VT Fire
and Building Safety Codes. .

Vermont Slate Slatuies Title 18: Health
Chapter 42: Bill of Rights for Hospital Patients Section 1852 (a)(I)the patient has the right to considerate and
respectful care at all times and under all circumstances with recognition of his or her personal dignity.

1. Based on record review and staff interview the hospital failed to assure that each patient had the right to make
informed decisions about their care and were treated with dignity and respect in I applicable record reviewed.
(Patient #8) Findings include:

Per record review, Patient #8, who was voluntarily admitted to Shepardson 6 Inpatient Psychiatric unit due to
psychosis, requested Lunesta (medication for insomnia) during the evening shift on //18/11. Nursing notes on 1/18/11
at 8:35 PM stated "Pt requested LZlI7estabut when given it spit it right out. Nurses made multiple unsuccessful
aUempts to get pt to take Lunesta, pt continued 10 spit pill out and spit/spill chocolate milk on self and others. Pt
continued to express that she wanted the medication, yet was unable to take it .... Per review of the hospital's internal
investigation, one nurse held the medication in Patient #8'5 mouth while 2 other nurses physically held the patient's
arm and head in an effort toforce the patient to take the medication. Patient #8 refused the medication.

Per interview with Nurse #1 on 3/9/11 at 11:30 AM,-three nurses were placed on administrative leave as a result of
this event and siaff education was provided which included the use of involuntary/emergency medication and restraint.

Per interview with the Assistant Fire Marshal on 3/1//11 at 2:30 pm, the hospital began iaboratory functions at an
oUlpatient facility on 3/7/11 without first obtaining an occupancy permit in violation of 2006 Edition of VT Fire and
Building Safety Code: 20 VSA Chapter 73.
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Response to Division of Licensing and Protection Full COP Survey: March 8~I lib, 2011

Fletche •.Allen Plan of Co•.•.ection

An internal review was completed at the time of the incident. Based on this review, staff directly involved with the
incident was placed on administrative leave. The Nurse Manager of Psychiatry units reeducated staff on the established
Fletcher Allen policies entitled: "Emergency Medications" and "Restraint and Seclusion Behavioral Health Care." This
education was completed with staff prior to the next scheduled shift in January 2011. These actions were taken prior to
the full hospital survey conducted on 3/8-1112011.

Content related to the Fletcher Allen policies entitled: "Emergency Medications" and "Restraint and Seclusion
Behavioral Health Care" will be reinforced by the Nurse Educator and included as part of the psychiatry unit's
"Education Days." The education will be completed by 4/12/2011. As part of the performance improvement process
the Nurse Manager of Psychiatry reviews all emergency medications and restraint/seclusion use for compliance with
policy with feedback to staff. Emergency medications and restraint/seclusion cases are also reviewed at the Psychiatry
Quality Committee.

Regarding the survey finding, "beginning laboratory functions at an outpatient facility on 3/7/201 I without first
obtaining an occupancy permit in violation of2006 Edition ofVT Fire and Building Safety Code: 20 VSA Chapter," it
is important to note that the state agency which is accountable of review and issuance of the final inspection conducted
the final inspection of the outpatient facility laboratory location on 3/7/11. Documentation was due from the
Department of Labor and Industries by 4/1/201 1 but as of the writing of this POC, has not yet been received.

In an effort to improve internal tracking of final inspections this item has been added to Fletcher Allen's "Project Close
Out" checklist which will be completed by the Facilities Project Manager and forwarded to the Director of Facilities
Planning and Development going forward. 4\-;).0\ 1\ . '

i\-o;},() ?OC' Acc-eflu:). .
A 043 482.12 GOVERNING BODY Qe OQl;1..;1-o3h

The hospital must have an effective governing body legally responsible for the conduct of the hospital as an institution.
If a hospital does not have an organized governing body, the persons legally responsible for the conduct of the hospital
must carry out the functions specified in this part that pertain to the governing body.

This CONDITION is not met as evidenced by: Based on observations, staff interviews and record review conducted
throughout the days of survey, the Governing Body failed to ensure protection and promotion of Patient Rights based
on the hospital's failure to prevent the use of unnecessary force resulting in injury and the use of prohibited weapons
and restraints in response to patient behaviors. The Governing Body failed to ensure the scifety of patients byfailing to
equip outpatient facilities, were surgical procedures are performed, with required emergency lighting.

Fletcher AlIen Plan of Correction

The Chief Medical Officer reviewed Fletcher Allen's leadership responsibility and oversight for ensuring the
protection and promotion of patient rights, ensuring the safety of patients in our outpatient facilities, in addition to
reviewing the recent survey findings with the governing body at the 4/12/2011 Board of Trustees meeting. The Quality
and Ethics Committee of the Board of Trustees will be informed by the Vice President of the Jeffords Institute for
Quality of recent survey activity, findings and plans of correction for the 3/8-3/1 1/2011 survey activity at their next
scheduled meeting on 5/16/2011.

Effective immediately on 3/10/2011 the use of Oleoresin Capsicum (OC) and ASP Trifold restraint devices by Fletcher
Allen Health Care Security Officers has been discontinued. This change was communicated to security staff by the
Director of Security at 4:55PM, 03/10/11. OC and Trifold restraint devices were collected by each shift supervisor
prior to the beginning of each shift and delivered to the office of the Vice President of Hospital Services. Each officer
has signed a copy of the email notification as verification of this change in policy. Existing supply locations of these
devices were surveyed by the shift supervisor and any remaining stock was removed and secured. The supply chain
sources of these devices to Fletcher Allen Health Care have been terminated as 00/10/2011.
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Response to Division.ofLicensing and Proteclion Full COP Survey: March 8-t l'h, 2011

As of 5/3/2011, The Director of Purchasing will ensure that there is always a review of purchase requests for
restraint products and ensure that comparison of the restraint products on the purchase requests is made against
the approved restraint devices outlines in the Fletcher Allen Restraint Policies and catalogued in the item master of the
Materials Management Information System. Any restraint order being placed that does not conform to the devices
listed in the policies and/or catalogued in the item master of the Materials Management Information System will be
reviewed by the Vice Presidents

The "Security Incident Report" which is used to document physical interventions by Fletcher Allen Security
Officers will be revised to include a "Response Debrief." A debrief will be conducted by Security Officers following a
response to a Code 8. The debrief will include the members of the clinical team in addition to the security team. The
debrief form now includes a prompt for the team to file a SAFE report in the event of an injury. The "Security
Incident Report" will be forwarded to the Manager of Security who will review for compliance with deployment of
security related interventions. Cases requiring a second level review (those that result in injury, altercation or that the
team has identified opportunity for improvement) will be forwarded to the Director of Security and the Vice President
of Hospital Services.

Trended reports related to security responses will continue to be reviewed as part of the security management report
made to the Environment of Care (EOC) Committee and the Restraint Committee. The EOC Committee is comprised
of a multidisciplinary team. It is chaired by the Vice President of Hospital Services and includes but is not limited to
representatives from Security, Supply Chain, Nursing, Infection Control, Patient Safety and Regulatory. The Restraint
Committee is comprised the Managers of from Security, Regulatory, Emergency Department, Medical Surgical and
Rehabilitation. Any identified areas of improvement will be feedback to the areas leadership for action. These reports
are part of Fletcher Allen's integrated performance improvement process.

The Response Debrief tool and revised process will be implemented on 4/8/2011. The revised process will be
presented at the 4/27/201 t EOC Committee meeting for approval.

The Environment of Care (EOC) Committee and the Restraint Committee report out to the Standards of Operation
Committee, chaired by the Chief Medical Officer. The contents of the reports are shared at the Organization's Quality
Council Committee.

In addition to the "Security Incident Report" The Institute for Quality Regulatory Team reviews all code 8's that result
in restraint for compliance with policies and procedures. Case reviews now a standing agenda item on the Restraint
Committee Meeting.

The Nursing Directors will communicate electronically to their nursing managers the new Security Response
Debriefing process by 4/22/20 II. Also highlighted will be the practices outlined in the Fletcher Allen Restraint
Policies titled: Restraints for Medical, Surgical and Behavioral Health Indications on Non-Psychiatric Units and
Restraint and Seclusion: Behavioral Health/Psychiatric Emergency. Included in the electronic communication will be
the approved restraint types defined by the Fletcher Allen Policy. The new Security Response Debriefing process and
approved restraint types will be communicated to staff via April 2011 Notes on Nursing.

The Vice President of Hospital Services communicated electronically on April 18, 2011 to the security team the
acceptable restraint devices as outlined in the Fletcher Allen Restraint Policy titled: Restraint for Medical, Surgical and
Behavioral Health Indications on Non Psychiatric Units, and Restraint and seclusion: behavioral health/psychiatric
emergency. A thorough review of the revised Code 8 Debrief Protocol was conducted by the Director of Security at
the April 12,2011 staff meeting. A communication on the change was sentto Security Staff on April 6,201 I. Also
reinforced at the staff meeting was the use of the Burlington Police Department as a resource in the event that extra
support is needed.

An evaluation as to the appropriateness of installing additional battery pack lighting has been conducted by the Vice
President for Medical Group Operations. Based on the completed evaluation, the Vice President for Hospital Services
will oversee the addition of lighting to identified areas. A purchase order for the lighting and installation was placed
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Response to Division of Licensing and Protection Full COP Survey: March 8~lllh, 2011

on 3/19/2011 and the work will be complete by 4/141201I. Inspection, testing and maintenance shall be performed by
Facilities Management in compliance with NFPA 101.7.9.3. This will be scheduled via the Facilities Management work
order system. To ensure the placement of appropriate emergency lighting, the evaluation as to the need for emergency
lighting has been added to the facility design guidelines and site activation process.

f\-o4'3PQ.(. A~d
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Refer to Tags: A-0154, A-702
A 115482.13 PATIENT RiGHTS

A hospital must protect and promote each patient's rights.

This CONDITION is not met as evidenced by: Based on record review and staff interview, the Condition of
Participation for Patient's Rights was not met based on the hospital's failure to prevent the use of unnecessary force
resulting in injury and the use of prohibited weapons and restraints in response to patient behaviors.

Fletcher Allen Plan of Correction

Effective immediately on 3/10/20 11 the use of Oleoresin Capsicum COC)and ASP Trifold restraint devices by Fletcher
Allen Health Care Security Officers has been discontinued. This change was communicated to security staff by the
Director of Security at 4:55PM, 03/10/1 I. OC and Trifold restraint devices were collected by each shift supervisor
prior to the beginning of each shift and delivered to the office of the Vice President of Hospital Services. Each officer
has signed a copy of the email notification as verification of this change in policy. Existing supply locations of these
devices were surveyed by the shift supervisor and any remaining stock was removed and secured. The supply chain
sources of these devices to Fletcher Allen Health Care have been terminated as 00/1012011.

As of 5/312011, The Director of Purchasing will eilsure that there is always a review of purchase requests for
restraint products and ensure that comparison of the restraint products on the purchase requests is made against
the approved restraint devices outlines in the Fletcher Allen Restraint Policies and catalogued in the item master of the
Materials Management Information System. Any restraint order being placed that does not conform to the devices
listed in the policies and/or catalogued in the 'item master of the Materials Management Information System will be
reviewed by the Vice Presidents

The "Security Incident Report" which is used to document physical interventions by Fletcher Allen Security
Officers will be revised to include a "Response Debrief," A debrief will be conducted by Security Officers following a
response to a Code 8. The debrief will include the members of the clinical team in addition to the security team. The
debrief form now includes a prompt for the team to file a SAFE report in the event of an injury. The "Security
Incident Report" will be forwarded to the Manager of Security who will review for compliance with deployment of
security related interventions. Cases requiring a second level review (those that result in injury, altercation or that the
team has identified opportunity for improvement) will be forwarded to the Director of Security and the Vice President
of Hospital Services.

Trended reports related to security responses will continue to be reviewed as part of the security management report
made to the Environment of Care (EOC) Committee and the Restraint Committee. The EOC Committee is comprised
of a multidisciplinary team. It is chaired by the Vice President of Hospital Services and includes but is not limited to
representatives from Security, Supply Chain, Nursing, Infection Control, Patient Safety and Regulatory. The Restraint
Committee is comprised the Managers of from Security, Regulatory, Emergency Department, Medical Surgical and
Rehabilitation. Any identified areas of improvement will be feedback to the areas leadership for action. These reports
are part of Fletcher Allen's integrated performance improvement process.

The Response Debrief tool and revised process will be implemented on 4/8120II. The revised process will be
presented at the 4/27/201 I EOC Committee meeting for approval.
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The Environment of Care (EOC) Committee and the Restraint Committee report out to the Standards of Operation
Committee, chaired by the Chief Medical Officer. The contents of the reports are shared at the Organization's Quality
Council Committee.

In addition to the "Security Incident Report" The Institute for Quality Regulatory Team reviews all code 8's that result
in restraint for compliance with poiicies and procedures. Case reviews now a standing agenda item on the Restraint
Subcommittee Meeting

The Nursing Directors will communicate via email to their nursing managers the new Security Response Debriefing
process by 4/22/2011. Also highlighted will be the practices outlined in the Fletcher Allen Restraint Policies titled:
Restraints for Medical, Surgical and Behavioral Health Indications on Non-Psychiatric Units and Restraint and
Seclusion: Behavioral Health/Psychiatric Emergency. Included in the electronic communication will be the approved
restraint types defined by the Fletcher Allen Policy. The new Security Response Debriefing process and approved
restraint types will be communicated to staffvia April 2011 Notes on Nursing.

The Vice President of Hospital Services communicated electronically on April 18, 20 II to the security team the
acceptable restraint devices as outlined in the Fletcher Allen Restraint Policy titled: Restraint for Medical, Surgical
and Behavioral Health Indications on Non Psychiatric Units, and restraint and seclusion: behavioral health/psychiatric
emergency. A thorough review of the revised Code 8 debrief protocol was conducted by the Director of Security at the
April 12, 2011 staff meeting. A communication on the change was sent to Security Staff on April 6, 2011. Also.
reinforced at the staff meeting was the use of the Burlington Police Department as a resource in the event that extra
support is needed.

In addition to the above POC, Fletcher Allen has formally responded to these findings in the IJ immediate plan
submitted to the Division of Licensing and Protection dated 3/29/2011, a copy of which is provided for your reference
labeled Attachment "A". (\ 1\A"';- J< olrJ pJ

AilS yppf\\ if.DC. /¥:C'0f'4ed ~JN 0.) )

Refer to A-0154
A 121 482. 13(a)(2)(i) PATIENT RIGHTS: GRIEVANCE PROCEDURES
[At a minimum:}
The hospital must establish a clearly explained procedure for the submission of a patient's written or verbal grievance
to the hospital.

This STANDARD is not met as evidenced by: Based upon review of information provided to patientslfamilies at the
time of admission and interview, the facility failed to provide sufficient information thai clearly articulated the
facilities complaint and grievance process. Evidence includes thefollowing:

On 3/9/11 at approximately 2:00 PM, an interview was conducled with Manager of Patient & Family Advocacy
related to the complaint and grievance process al the facility. At this time, a packet of information was reviewed which
was confirmed to be Ihe information presenled to patients/families al the time of admission which was titled, "Guide
for Inpatienls". The packet contained addilional information including palient rights and responsibilities.

Form #017773P dated 1/25/10 was identified during the interview as 10 where patients/jamilies couldfind information
about the complaint and grievance process. The only information ill Ihe notice pertaining to filing a complaint and/or
grievance was: "If you have any questions or complaints about your stay, please contact our Office of Patient and
Family Advocacy. They will listen to your concerns and work with you 10 address them." The form provided Ihe name
of the hospilal, address and phone number bul no contacl person. Also provided were Vermont agencies for additional
assistance with other concerns. Review of Ihe "Guidefor Inpatients" on page 11 read, "We encourage direct feedback
to any slaff al the lime a concern arises. In addition, a specific review process is offered through our Office of Patiellt
and Family Advocacy. This process includes appropriate investigation and resolution at the point of service and/or
referral to our Grievance Committee for review and written response. For more information, contacl our Office of
Palient and Family Advocacy. Neither document clearly explained how a complaint or grievance could be filed
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including time frames and expectations. The interview confirmed that the information reviewed was how the patient
was informed about their right tofile a complaint or grievance

Fletcher Allen Plan of Correction

A query was sent to the University Health System Consortium (UHC) for copies of grievance practices and polices
used by other academic organizations. These responses were taken into consideration when reviewing and modifYing
the Fletcher Allen process. The Fletcher Allen "Guide for Inpatients" will be modified to include an insert that
articulates the complaint and grievance process. A draft of the insert has been approved by the Vice President of the
Institute for Quality and will be implemented by April 261h• As part of the monitoring process, Volunteer Ambassadors
will visit newly admitted patients and verify receipt of the "Guide for Inpatients" and the inclusion of the insert.
Opportunities for improvement will be forwarded to the Manager of the Office of Patient and Family Advocacy for
action, action PI.answill be incor~orated into Fletcher AlleFi ~"{formance improvement process.

A 1'0'\ 11';10III p. D{. Acc~ ~J;oS'1;t ,iN
A 131 482. 13(b)(2) PATIENT RIGHTS: INFORMED CONSENT

The patient or his or her representative (as allowed under State law) has the right to make informed decisions
regarding his or her care. The patient's rights .include being informed of his or her health status, being involved in
care planning and treatment, and being able to rejilse treatment. This right must not be construed as a mechanism to
demand the provision of treatment or services deemed medically unnecessary or inappropriate.

This STANDARD. is not met as evidenced by: Based on record review and staff interview the hospital failed to assure
that each patient had the right to make informed decisions about their care and were treated with dignity and respect
in I applicable record reviewed (patient #8) Findings include:

1. Per record review, Patienl #8, who was voluntarily admitted to Shepardson 6 inpatient psychiatric unit due to
psychosis. requested Lunesta (medication for insomnia) during Ihe evening shift on 1/18/11. Nursing notes on 1/18111
at 8:35 PM staled "Pt requested Lunesta bul when given it spit it right out. Nurses made multiple unsuccessful
attempts to get pt to take Lunesta, pt continued to spit pill out and spit/spill chocolate milk on self and others. Pt
continued to express thai she wanted the medication, yet was unable to take it" Per review of the hospital's internal
investigation. one nurse held the medication in Patient #8's mouth while 2 other nurses physically held the patient's
arm and head in an effort to force the patient to take the medication. Patient #8 rejilsed the medication. Per interview
with Nurse #1 on 3/9/11 0111:30 AM, three nurses were placed on administrative leave as the result of this event and
staff education was provided which included the use of involuntary/emergency medication and restraint.

Fletcher Allen Plan of Correction

An internal review was completed at the time of the incident. Based on this review, staff directly involved with the
incident was placed on administrative leave. The Nurse Manager of Psychiatry reeducated staff on the 'established
Fletcher Allen policies entitled: "Emergency Medications" and "Restraint and Seclusion Behavioral Health Care." This
education was completed with staff prior to the next scheduled shift in January 20 II. These actions were taken prior to
the full hospital survey conducted on 3/8/20 II.

Content related to the Fletcher Allen policies entitled: "Emergency Medications" and "Restraint and Seclusion
Behavioral Health Care" will be reinforced by the Nurse Educator and included as part of the psychiatry unit's
"Education Days." The education will be completed by 4/1212011. As part of the perfonnance improvement process
the Nurse Manager of Psychiatry reviews all emergency medications and restraint/seclusion use for policy compliance
with feedback to staff. Emergency medications and restraint/seclusion cases are also reviewed at the Psychiatry
Quality Committee. A 131 'f'.~-c.Ac(ep~ L.j 1&-0111

Ul WJIJ"os 1-.,
A 143 482. 13(c)(1) PATIENT RIGHTS: PERSONAL PRIVACY
The patient has the right to personal privacy.
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This STANDARD is not met as evidenced by: Based on observation and confirmed by interview, the facility failed to
assure personal privacy for patients on one medical unit. Findings include; Based on observations from 3/8/11
through 3/ll/ll, medical records posted with the first and last names of patients werefully visible and legible from
approximately 18 inches away from where they were stored at the nursing station. Per interview on 3/8/11 at 10:45
AM, the Nurse Manager of the unit confirmed that "patients and visitors are allowed in {the} area". Per interview on
3/10/11, a staf( person who works behind the nursing station stated that "occasionally people come to the nursing
station via the front".

Fletcher Allen Plan of Correction

An audit of nursing units was completed by Nursing Directors on 3/11/2011 to ensure that patient identifiers were not
visible to non healthcare individuals. The chart rack on the surgical unit identified during the survey was removed to
avoid any possibility of names being visible. The audit of patient care areas and the action plan to correct the nursing
unit, in which this was perceived as an issue, was completed and communicated to the survey team prior to the exit
conference. Resolution of this issue was also communicated by the Vice President of the Institute for Quality to the
survey team during the exit interview, prior to the end of the survey. As part of our internal "mock survey process"
our regulatory team lead by the Regulatory Director will conduct surveys to review compliance with patient
confidentiality. Mock survey results are communicated to the appropriate leadership and are included in Fletcher
Allen's performance improvement process. 1 I (\ (\ ~ \ h~\. A ,,-13. 'P. 0 .C • .AcO€f'~~ 4 &0 Ii \.Jt \J.Q.-Qd,v,oS ICN

A 144 482. 13(c)(2) PATIENT RIGHTS: CARE IN SAFE SETTING

The patient has the right to receive core in a safe selling.

This STANDARD is not met as evidenced by: Based on observations and staff interview the hospitalfailed to provide
an environment that would ensure safety and well being for all patients on the inpatient psychiatric units. Findings
include:

1. On 3/9/11 at approximately 9:15 AM a tour was conducted on Shepardson 3 Psychiatric Unit. Five hand washing
sinks with goose neck type faucets which were potentially loopable devices, were observed in the following areas: 2 in
the hallways near room 335 and outside the Activity room; in the tub room; in the Activity room; and in the Activity
room/kitchen.

2. Based on observations of the two inpatient psychiatric units during survey, four sinks on Shepardson 6 localed in
the hallways hod goose neck type faucets which were potentially loopable devices. During interview on 3/9/11 at 3:30
PM, Nurse #1 said the sinks were includedfor evaluation during safety rounds but no concerns had been identified.

Fletcher Allen Plan of Correction

Non loopable faucets were ordered on 3/30/20 II with an expected delivery date of 4/4/20 11. The planned completion
date for installation is 4/13/2011. The "Environment of Care" team led by the Safety Specialist will continue to
conduct Environmental Safety Rounds (ESR) every 6 months. Feedback regarding results of the ESR is
communicated as appropriate to Fletcher Allen leadership for improvements.

A 154 482.13(e) USE OF RESTRAINT OR SECLUSION

Patient Rights: Restraint or Seclusion. All patients have the right to be free from physical or mental abuse, and
corporal punishment. All patients have the right to be free from restraint or seclusion, of any form, imposed as a
means of coercion, discipline, convenience, or retaliation by staff. Restraint or seclusion may only be imposed to
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ensure the immediate physical safely of Ihe palienl, a staff member, or others and must be discontinued at the eorliesl
possible time.

This STANDARD is not mel as evidenced by: Based on record review and staff interview, Ihe hospital failed to prevent
the use of unnecessary force resulting in injury and the u~'eof prohibited weapons and restraints in response to patient
behaviors in 3 of 3 records reviewed.(Pt. # 7, 16,17) Findings include:

Pa review of security reports, record review and staff interview, hospital security personnel were equipped 10 use
'ASP Tri/old Restraints' (used as handcuffs) and Oleoresin Capsicum (pepper spray) which are prohibited for use by
hospilal staff to restrain patients

1. Per record review, Patiellt #7, admilled voluntarily due 10 suicidal ideation and opiale withdrawal, became
'verbally and physically agitated yelling slamming Ihe door and throwing items in his/her room' on 1/24/11 ojier
being laid hlshe couldn'l leave the hospital. Constant observation was initialed 01 2/09 PM Nursing notes
described Patient #7 as "... currently silling in room and in behavioral conlrol (although tense). Awaiting crisis
leam to evaluale ... " Patienl #7was laler described as being sitting on the toilet 'slaring blankly and mule' while
crisis met with family members. Following the emergency evaluation, Patient #7 was described as "irale banging
his head on Ihe wall slaling I'm going 10 kill myself" Patienl #7 refused to transfer to the locked inpatienl
psychiatric unil 'withoui aflght '. Nursing nOles slated "given Ihe volatility of the siluation and potential for harm
I call a Code 8. "

Per interview on 3/9/11 al approximalely 9:10 AM, Nurse #1 slated "...h/she wanted 10 leave ... furious hlshe couldn't
leave .... nurse sounded the panic bullon ...h/she was silling on the toilet and Ihrealened to harm staff. .. security
applied plastic wrisl restraints ajier placing h/she on the floor on stomach ... security picked hlshe up and placed in
wheelchair ... 3 or 4 security personnel present ... complained of arm hurting when restraint put on wrist ... palient
struggling during wriSI restraint application ... we laid hlher to stop struggling bul hlshe wouldn't." Per record
review, Patienl & had a surgical procedure in 2002 on the right upper arm.

Per review of the 1/24/11 security services incident report, security personnel responded to the code 8 and slood by
while nursing and medical slaff spoke 10 Patienl #7 about his options. Patient #7 said hlshe would rather hurt staff
and go tojail than go 10 Shepardson 6" (locked inpatient psychiatric unit). Patient #7 refused to take oral medicalion
or move from the toilet. The report stated "the patient was fully clothed and ajier several minutes the patient was
advised Ihat if h/she did not move we would be forced 10 move hlher. The patient continued to refuse and it was
decided to then allempt 10 direct Ihe palient inlo Ihe wheelchair. However, as soon as contact was made with the
patient Ihen started to reslsl and was placed down on Ihe floor. The area was very small and Ihe patient was
aggressively resisting so it was decided 10 place the patienl into ASP disposable restraint. "

Per interview on 3/10/11 at 11:30 AM with security officer #1 and security officer #2, a lotal offour security officers
and olher palienl support personnel responded to the Code 8. Security officer #1 said he was Informed thai Patient #7
needed to be transferred to Shepardson 6 bul h/she )'Vasrefusing to go. Security officer #1 said nursing and medical
personnel were Irying 10 convince Patient #7 to walk 10 the unil, but Patient #7 was verbally threatening stating h/she
"would rather hurt staff and go 10 jail than go 10 Shepardson 6." Security officer #1 described Patient #7 as dressed
and seated on Ihe toile/with flsis clenched but no allempls were made 10 strike out. Security officer #1 said he made
the decision to place Patient #7 in the MOAB (Management of Aggressive Behavior) prone control position to avoid
injury to his slaff. (Patient placed on abdomen with each arm extended and secured at the shoulder and wriSI with Ihe
wrists bent upward.) Four security officers were usedfor the "take down" per security officer #1. Security officer #1
said Patient #7 was yelling "no restraints" stale hlshe had a "bad right elbow." Security officer #2 said he had to
back inlo the shower due 10 space constraints. An ASP Trifold restraint was applied which reslrained Patient #7's
hand behind his/her back. H/she was told not 10 resist but hlshe continued to reslsl ... h/she was twisting around. "
Security officer #1 said ajier restraining Patient #7 hlshe was "dragged" the length of hlher room to the wheelchair in
the hallway and Iljied into the chair. Once arriving on Shepardson 6 and being led into seclusion, the plastic wrist
restraints were removed by a device known as a 'Scarab culler' used by security staff since the device cannot be
removed with scissors. When Patient #7 refused to accept medication, security officer #1 said three security officers
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held Patient #7 down, with one on each arm and one holding glher legs while the nurse administered injectable
medications. Nursing notes on 1124111stated the physician was aware of Patient #7 's complaint of shoulder pain.

On 1127111,nursing notes for Patient #7 stated "...c/o chest pain/sharp: 6110pain rating, pain has been present since
when awoke in middle of the night last night." On 1129111, the physician ordered a chest-x-ray,. The inpatient
psychiatry discharge summary dated 1131111stated "On 1/29 chest x-ray was obtained after pain continued, and
showed a non-displaced rib fracture, possibly sustained during his struggle and restraint on Shepardson 3 at the time
of transfer, for which no specific intervention was required" Per interview on 319111,Nurse #1 stated "that fracture
probably occurred during or as the result of the restraint." Based on record review and staff interview, although
Patient #7 was verbally threatening and agitated, hlshe was not combative when the use afforce was implemented

2. Per review of security services incident reports, the form listed a selection of interventions, including "FARC
Handcuffs and FAHC Mace.' During interview on 3110/11 at 11:30 AM, security officer #1 said "it (pepper spray)
would be the last resorl ... it's been used once in my 5 and 0 years .... It was used on a patient who weighed aboUl 300
pounds who was using karate kicks and punches." The Vice President of Hospital Services provided documentation
on 3111111at 2:10 PM concerning the use ofpepper spray 01 Patient #17 which occurred on 21612008

A. Per review of security services incident report dated 216108,pepper spray was used on Patient #17 on
Shepardson 6, the locked inpatient psychiaMc unit. Per documentation in the report, Patient #17 was "acting
oul... walked past the nurse's station several times and performed several marshal arts stances towards staff. ..
make an impression of a gun and made the impression of shooting us. Security proceeded to the hallway
where hlshe took off his socks clenched h/her fist and took up a defensive stance towards staff. .. refused
several commands to calm down and come with security towards the seclusion room ... became combative with
staff and had to be placed on the floor to control him and prevent hlher from harming staff ... picked up off the
floor and taken to the seclusion room ... began to kick door, nursing staff went to the nurse's station ...to get
medications ... security personnel verbally commanded hlher to back away from the door ... charged with
clenched fists and was pushing slo (security officer) out of the room ... continued to be combative .... Security
staff and this officer deployed OC, (Oleoresin Capsicum) spraying 1second burst in the face ... "

B. Per review of security services incident report and record review, Patient #16, who was admitted on 9114110
to the cardiac unit attempted to leave the hospital to smoke during the evening shift. Nursing notes stated
"nurse and charge nurse went with palient to }'''floor where he tried to exit the building. A transport member
prevented hlher from exiting and the patient became violent striking out at anyone that attempted to stop h/her.
Code 8 called and security restrained the patientl: When security responded, one of the security officers
observed the patient and two staff members involved in a 'struggle.' The report by security stated " ...the
patient at one point was in a standing position when I ordered the patient to lay on the ground or I would
spray h/her (patient #16). I pulled my OC (pepper spray) out and aimed it ... I chose not to use the OC .... On
seeing the OC canister hlshe (patient #16) appeared to pass out and go to the floor ..: hlshe began to move
around on the floor as if to appear to have a seizure ... Staff holding the patient let go and I instructed them to
that patient appeared to be faking. Staff again held the patient ... the patient was held to the floor on h/her
back ... I instructed staff to roll h/her (patienl #16) on stomach. ASP restraints were applied for his/her
protection as we as staff." Pel' interview on 3111/11 at 1:50 PM, the Vice President of Hospital Services
confirmed that the peppel' spray container was directed at Patient #16 but was not used by security. Per
record review, Patient #16 was admitted to the cardiology for recurrent chest pain and LOC (loss of
consciousness) episodes. A neurology consult note stated that Patient #16 had seven episodes of loss of
consciousness on 9114110prior to the above event.

Per interview on 3111111at 2108PM, the Vice President of Hospital Services stated, "we looked at the regulations and
thought it (pepper spray) was okay ...it was used for safety and not for therapeutic reasons. "

Fletcher Allen Plan of Correction

Effective immediately on 3/1 0/20 I I the use of Oleoresin Capsicum COC) and ASP Trifold restraint devices by Fletche,'
Allen Health Care Security Officers has been discontinued. This change was communicated to security staff by the
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Director of Security at 4:55PM, 03/10111. OC and Trifold restraint devices were collected by each shift supervisor
prior to the beginning of each shift and delivered to the office ofthe Vice President of Hospital Services. Each officer
has signed a copy of the email notification as verification of this change in policy. Existing supply locations of these
devices were surveyed by the shift supervisor and any remaining stock was removed and secured. The supply chain
sources of these devices to Fletcher Allen Health Care have been terminated as of3/] 0/2011.

As of 5/3/20 I I, The Director of Purchasing will ensure that there is always a review of purchase requests for
restraint products and ensure that comparison of the restraint. products on the purchase requests is made against
the approved restraint devices outlines in the Fletcher Allen Restraint Policies and catalogued in the item master of the
Materials Management Information System. Any restraint order being placed that does not conform to the devices
listed in the policies and/or catalogued in the item master of the Materials Management Information System will be
reviewed by the Vice Presidents

The "Security Incident Report" which is used to document physical interventions by Fletcher Allen 'Security
Officers will be revised to include a "Response Debrief." A debrief will be conducted by Security Officers following a
response to a Code 8. The debrief will include the members of the clinical team in addition to the security team. The
debrief form now includes a prompt for the team to file a SAFE report in the event of an injury. The "Security
Incident Report" will be forwarded to the Manager of Security who will review for compliance with deployment of
security related interventions. Cases requiring a second level review (those that result in injury, altercation or that the
team has identified opportunity for improvement) will be forwarded to the Director of Security and the Vice President
of Hospital Services.

Trended reports related to security responses will continue to be reviewed as part of the security management report
made to the Environment of Care (EOC) Committee and the Restraint Committee. The EOC Committee is comprised
of a multidisciplinary team. It is chaired by the Vice President of Hospital Services and includes but is not limited to
representatives from Security, Supply Chain, Nursing, Infection Control, Patient Safety and Regulatory. The Restraint
Committee is comprised tI,e Managers of from Security, Regulatory, Emergency Department, Medical Surgical and
Rehabilitation. Any identified areas of improvement will be feedback to the areas leadership for action. These reports
are part ofFletcherAllen's integrated performance improvement process.

The Response Debrief tool and revised process will be implemented on 4/8/2011. The revised process will be
presented at the 4/27/201 I EOC Committee meeting for approval.

The Environment of Care (EOC) Committee and the Restraint Committee report out to the Standards of Operation
Committee, chaired by the Chief Medical Officer. The contents of the reports are shared at the Organization's Quality
Council Committee.

In addition to the "Security Incident Report" The Institute for Quality Regulatory Team reviews all code 8's that result
in restraint for compliance with policies and procedures. Case reviews now a standing agenda item on the Restraint
Subcommittee Meeting

The Nursing Directors will communicate electronically to their nursing managers the new Security Response
Debriefing process by 4/22/2011. Also highlighted will be tI,e practices outlined in the Fletcher Allen Restraint
Policies titled: Restraints for Medical, Surgical and Behavioral Health Indications on Non-Psychiatric Units and
Restraint and Seclusion: Behavioral Health/Psychiatric Emergency. Included in the electronic communication will be
the approved restraint types defined by the Fletcher Allen Policy. The new Security Response Debriefing process and
approved restraint types will be communicated to staff via April 201 I Notes on Nursing.

The Vice President of Hospital Services communicated electronically on April 18, 20 I I to the security team the
acceptable restraint devices as outlined in the Fletcher Allen Restraint Policy titled: Restraint for Medical, Surgical and
Behavioral Health Indications on Non Psychiatric Units, and restraint and seclusion: behavioral health/psychiatric
emergency. A thorough review of the revised Code 8 debrief protocol was conducted by the Director of Security at the
April 12, 201 I staff meeting. A communication on the change was sentlo Security Staff on April 6, 201 I. Also
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reinforced at the staff meeting was the use of the Burlington Police Department as a resource in the event that extra
support is needed.

In addition to the above pac, Fletcher Allen has responded to the findings in the ]J immediate plan submitted to the
Division of Licensing and Protection dated 3/29/2011, a coPt1f which is provided for your reference labeled
Attachment "A". ~) 1\ 1_..'\ \ ~..,lt (\A-Y LbSV\

-j. DC. f""I(C~1'V-'" t-t dull .~'

A 214 482.13(g) PATIENT RIGHTS: SECLUSION OR RESTRAINT

Death Reporting Requirements: Hospitals must report deaths associated with the use of seclusion ar restraint.

(1) The hospital must report the following information to CMS:
o Each deaththat occurs while a patient is in restraint or seclusion.
o Each death that occurs within 24 hours afier the patient has been removedfrom restraint or seclusion.
o Each death known to the hospital that occurs within 1week afier restraint or seclusion where it is

reasonable to assume that use of restraint or placement in seclusion contributed directly or indirectly
to a patient's death: "Reasonable to assume" in this context includes, but is not limited to deaths
related to restrictions of movement for prolonged periods of time, or death related to chest
compression, restriction of breathing or asphyxiation.

(2) Each death referenced in this paragraph must be reported to CMS by telephone no later that the close of
business the next business dayfollowing knowledge of the patient' death.

(3) Staffmust document in the patient's medical record the date and time the death was reported to CMS.

This STANDARD is not met as evidenced by: Based upon document review and interview, that facility failed to
report timely deaths associated with restraint or seclusion for 5 of 5 records reviewed. (Patients #49, 50, 51,
52 and 53). Evidence includes thefollowing:

The RegulatOlY Advisor for Fletcher Allen was interviewed on 3/10/11 at 2:30 PM regarding the facility
process for death reporting relative to restraint and/or seclusion use. It was reported that the facility uses
clinical auditors who review and look for the mandated CMS parameters required to be reported. The CMS
form is completed, faxed and entered into the medical record.
Record review revealed that Patient #49 died within 24 hours of removal of restraint on 1/19/11. The death
was reported to CMS on 1/31/11.

Patient #50 died on 2/14/11 and the death was reported to CMS on 2/24/11
Patient # 51 died on 2/15/11 and the death was reported to CMS on 3/10/11
Patient #52 died on 2/14/11 and the death was reported to CMS on 3/10/JI
Patient #53 died on 2/4/11 and the death was reported to CMS on 2/14/11

When asked to produce other death reporting actions to CMS, staffconfirmed that the facility did not follow
the reporting requirements for other deaths as well.

Fletcher Allen Plan of Correction

On 4/1/2011 the Regulatory Director reviewed the death reporting parameters specified by CMS 482.13 with Clinical
Auditors in the Institute for Quality. The reporting process has been revised to meet the reporting timelines.
Timeliness of reporting will be added as a performance measure for the mortality review process effective 4/26/2011.

A 267482. (a)(2) QAPI Quality Indicators
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The hospital must measure, analyze and track quality indicators, including adverse patient events, and other aspects of
performance that assess processes of care, hospital services and operations.

This STANDARD is not met as evidenced by: Based on record review and staff interview the hospital failed to track
adverse patient events related to the use of ASP Trifold restrains and pepper spray used by security personnel in 3 of 3
records reviewed. (Pt # 7,16,17,) Findings include:'

Per review of security reports, record review and staff interview, hospital security personnel were equipped to use
'ASP' Trifold Restraints' (used as handcuffs) and Oleoresin Capsicum (pepper spray) which are prohibited for use by
hospital staff to retrain patients.

1. Per record review, Patient #7, admitted voluntarily due 10 suicidal ideation and opiate withdrawal, became
'verbally and physically agitated yelling, slamming the door and throwing items in hislher room' on 1/24/11
after being told h/she couldn't' leave the hospital. Constant observation was initialed at 2:09 PM Nursing
notes described Patient #7 as " ...currently sitting in room and behavioral control (although tense). Awaiting
crisis team to evaluate ... " Patient #7 was later described sitting on the toilet 'staring blankly and mute; while
crisis met with family members. Follawing the emergency ... evaluation, Patient #7 was described as "irate
banging his head on the wall stating "1'm going to kill myself" Patient #7 refused to transfer to the locked
inpatient psychiatric unit 'without a fight '. Nursing notes stated "given the volatility of Ihe situation and
pOlential for harm I call a Code 8

Per interview on 3/9/11 at approximately 9: 1a AM, Nurse #1 stated " ...h/she wanted to leave ... furious h/she couldn't
leave .... nurse sounded Ihe panic button ...h/she was sitting on the toilet and threatened to harm staff .. security
applied plastic wrist restraints after placing h/she on the floor on stomach ... security picked h/she up and placed in
wheelchair ... 3 or 4 security personnel present ... complained of arm hurting when restraint put on wrist ... patient
struggling during wrist restraint application ... we told h/her to stop struggling but h/she wouldn't." Per record
review, Patient & had a surgical procedure in 2002 on the right upper arm.

Per review of the 1/24/11 security services incident report, security personnel responded to the code 8 'and stood by
while nursing and medical staff spoke to Patient #7 about his options. Patient #7 said h/she would rather hurt staff
and go to jail than go to ShepOl'dson 6" (locked inpatient psychiatric unit). Patient #7 refused to take oral medication
or move from the toilet, The report stated "the patient was fully clothed and after several minutes the patient was
advised that if h/she did not move we would be forced to move hlher. The patient continued to refuse and it was
decided to then attempt to direct the patient into the wheelchair. However, as soon as contact was made with the
patient then started to resist and was placed down on the floor. The area was very small and the patient was
aggressively resisting so it was decided to place the patient into ASP disposable restraint. "

Per interview on 3/10//1 at I I: 30 AM with security officer #1 and security officer #2, a total of four security officers
and other patient support personnel responded to the Code 8. Security officer #1 said he was informed that Patient #7
needed to be transferred to Shepardson 6 but h/she was refusing to go. Security officer #1 said nursing and medical
personnel were trying to convince Patient #7 to walk to the unit, but Patient #7 was verbally threatening stating h/she
"would rather hurt staff and go to jail than go to Shepardson 6," Security officer #1 described Patient #7 as dressed
and seated On the toilet with fists clenched but no attempts were made to strike out. Security officer #1 said he made
the decision to place Patient #7 in the MOAB (Management of Aggressive Behavior) prone control position to avoid
injury to his staff. (Patient placed on abdomen with each arm extended and secured at the shoulder and wrist with the
wrists bent upward.) Four security officers were usedfor the "take down" per security officer #1. Security officer #1
said Patient #7 was yelling "no restraints" state h/she had a "bad right elbow." Security officer #2 said he had to
back into the shower due to space constraints. An ASP Trifold restraint was applied which restrained Patient #7 's
hand behind his/her back. Hlshe was told not to resist but h/she continued to resist ... h/she was twisting around. "
Security officer #1 said after restraining Patient #7 Ii/she was "dragged" the length of hlher room to the wheelchair in
the hallway and lifted into the chair, Once arriving on Shepardson 6 and being led into seclusion, the plastic wrist
restraints were removed by a device known as a 'Scarab cutter' used by security staff since the device cannot be
removed with scissors. When Patient #7 refused to accept medication, security officer #1 said three security officers
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held Patienl #7 down, wilh one on each arm and one holding glher legs while Ihe nurse adminislered injeclable
medications. Nursing noles on 1124111slaled Ihe physician was aware of Palielll #7's complainl of shoulder pain.

On 1/27111, nursing noles for Patienl #7 slaled "...c10 chesl pain/sharp: 6110pain rating, pain has been presenl since
when awoke in middle of Ihe nigh lasl nighl." On 1129/11, Ihe physician ordered a chesl-x-ray,. The inpalienl
psychialry discharge summary daled 1131/11 slaled "On 1129 chesl x-ray was oblained after pain continued, and
showed a non-displaced rib fraclure, possibly suslained during his struggle and restrainl on Shepardson 3 allhe lime
of transfer, for which no specific illlervention was required." Per inlerview on 319111,Nurse #1 slaled "Ihal fraclure
probably occurred during or as Ihe resull of Ihe restrain I. " Based on record review and Slaff interview, allhough
Patient #7 was verbally Ihrealening and agilaled, hlshe was nol combalive when Ihe use afforce was implemenled.

2. Per review of security services incidenl reporls, Ihe form lisled a seleclion of inlerventions, including "FAHC
Handcuffs and FAHC Mace.' During inlerview on 31fOill al 11:30 AM, security officer #1 said "il (pepper spray)
would be Ihe lasl resorl... ii's been used once in my 5 and liz years .... II was used on a palienl who weighed aboul 300
pounds who was using karate kicks and punches." The Vice Presidenl of Hospilal Services provided documentation
on 3111/11 al 2:10 PM concerning Ihe use of pepper spray al Patienl #17 which occurred on 21612008

C. Per review of security services incidenl reporl daled 216108,pepper spray was used on Patienl #17 on
Shepardson 6, Ihe locked inpolienl psychialric unil. Per documenlalion in Ihe reporl, Patienl #17 was "acling
oul ...walked pasllhe nurse's slalion several limes and performed several marshal oris slances lowards slaff. ..
make an impression of a gun and made Ihe impression of shoaling us. Security proceeded 10 Ihe hallway
where hlshe look off his socks clenched hlher fisl and look up a defensive stance lowards slaff. .. refused
several commands 10 calm down and come with security lowards Ihe seclusion room ... became combalive wilh
slaff and had to be placed on the fioor to control him and prevenl hlher from harming slaff. .. picked up offlhe
fioor and laken 10 the seclusion 1'00111... began 10 kick door, nursing slaffwenllo Ihe nurse's slation ...IOgel
medicalions... security personnel verbally commanded hlher 10 back away fi'om Ihe door... charged wilh
clenchedfisls and was pushing slo (security officel) oul oflhe room ..; conlinued 10 be combative .... Security
siaff and Ihis officer deployed DC, (Oleoresin Capsicum) spraying I second bursl in the face ... "

D. Per review of security services incidenl reporl and record review, Patient #16, who was admilled on 9114110
10 Ihe cardiac unil al/empled 10 leave Ihe hospilal 10 smoke during Ihe evening shift. Nursing notes slaled
"nurse and charge nurse went wilh patienl to Y'fioor where he tried 10 exillhe building. A Iransporl member
prevented hlher from exiling and Ihepatienl became violent slriking oul at anyone Ihal al/empled 10 slop hlhe".
Code 8 called and security restrained Ihe patientl: When security responded, one of Ihe security officers
observed Ihe palient and two slaff members involved in a 'struggle.' The report by security slaled " ...the
patient alone poinl was in a slanding posilion when I ordered Ihe palienllo lay on Ihe ground or Iwould
spray hlher (palienl #16). I pulled my OC (pepper spray) oul and aimed it ... I chose not 10 use Ihe OC .... On
seeing Ihe OC canisler hlshe (patienl #16) appeared 10 pass out and go 10 Ihe floor"" hlshe began 10 move
around on Ihefloor as if 10 appear 10 have a seizure ... Siaff holding Ihe patienllel go and I insll'ucled Ihem 10

Ihat patient appeared 10 be faking. Siaff again held Ihe palient ... the patient was held 10 the floor on hlher
back ... I instructed slaff 10 roll hlher (patienl #16) on stomach. ASP restrainls were applied for hislher
prolection as we as staff." Per interview on 3111/11 al 1:50 PM, Ihe Vice Presidenl of Hospilal Services
confirmed Ihal Ihe pepper spray conlainer was direcled 01 Palienl #16 bul was nol used by security. Per
record review, Patienl #16 was admilled 10 Ihe cardiology for recurrenl chesl pain and LOC (loss of
consciousness) episodes. A neurology consull nole slaled Ihal Patient #16 had seven episodes of loss of
consciousness on 9114110prior 10 Ihe above event.

During Ihe aflernoon of 3110111when surveyors informed Ihe hospital of the 1mmediale Jeopardy related 10 the use of
ASP Trifold Restrains and pepper spray, Ihe Vice President of Quality and Operational Effectiveness was nol aware
Ihal ASP Trifold Restraints and pepper spray were being used by security personnel. During review of Ihe hospilal's
Quality program on 3111111at 11:05 AM, Ihe Dlreclor of Palienl Safety slaled Ihal no changes were Implemenled 10
the use of ASP Trifold restrainls following Iheir use on Pallenl #7 on 1/24111. Per Inlerview on 3111111al 2:08 PM,
wilh Ihe Vice Presidenl of Hospilal Services slated "we looked at Ihe regulalions and Ihoughl it (pepper spray) was
okay .... It was usedfor safety and nol for Iherapeutic reasons. "
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Fletcher Allen Plan of Correction

In reference to tracking of patient events related to security interventions the following actions have been taken:

The, "Security Incident Report" which is used to document physical interventions by Fletcher Allen Security
Officers will be revised to include a "Response Debrief." A debrief will be conducted by Security Officers following a
response to a Code 8, The debrief will include the members of the clinical team in addition to the security team, The
debrief form now includes a prompt for the team to file a SAFE report in the event of an injury. The "Security
Incident Report" will be forwarded to the Manager of Security who will review for compliance with deployment of
security related interventions, Cases requiring a second level review (those that result in injury, altercation or that the
team has identified opportunity for improvement) will be forwarded to the Director of Secudty and the Vice President
of Hospital Services,

Trended reports related to security responses will continue to be reviewed as part of the security management report
made to the Environment of Care (EOC) Committee and the Restraint Committee, The EOC Committee is comprised
of a multidisciplinary team, Jt is chaired by the Vice President of Hospital Services and includes but is not limited to
representatives from Security, Supply Chain, Nursing, Infection Control, Patient Safety and Regulatory, The Restraint
Subcommittee is comprised the Managers oftrom Security, Regulatory, Emergency Department, Medical Surgical and
Rehabilitation, Any identified areas of improvement will be feedback to the areas leadership for action. These reports
are part of Fletcher Allen's integrated performance improvement process,

The Response Debrief tool and revised process will be implemented on 4/8/2011. The revised process will be
presented at the 4/27/2011 EOC Committee meeting for approvaL

The Environment of Care (EOC) Committee and the Restraint Committee report out to the Standards of Operation
Committee, chaired by the Chief Medical Officer. The contents of the reports are shared at the Organization's Quality
Council Committee.

In addition to the "Security Incident Report" the Institute for Quality Regulatory Team reviews all code 8's that result
in restraint for compliance with policies and procedures. Case reviews now a standing agenda item on the Restraint
Committee Meeting

As of 5/3/20 I I, The Director of Purchasing will ensure that there is always a review of purchase requests for
restraint products and ensure that comparison of the, restraint products on the purchase requests is made against
the approved restraint devices outlines in the Fletcher Allen Restraint Policies and catalogued in the item master of the
Materials Management Information System, , Any restraint order being placed that does not conform to the devices
listed in the policies and/or catalogued in the item master of the Materials Management Infonnation System will be
reviewed by the Vice Presidents

The Nursing Directors will communicate electronically to their nursing managers the new Security Response
Debriefing process by 4/22/2011. Also highlighted will be the practices outlined in the Fletcher Allen Restraint
Policies titled: Restraints for Medical, Surgical and Behavioral Health Indications on Non-Psychiatric Units and
Restraint and Seclusion: Behavioral Health/Psychiatric Emergency. Included in the electronic communication will be
the approved restraint types defined by the Fletcher Allen Policy, The new Security Response Debriefing process and
approved restraint types will be communicated to staff via April 201 I Notes on Nursing.

The Vice President of Hospital Services communicated electronically on April 18, 2011 to the security team the
acceptable restraint <ievices as outlined in the Fletcher Allen Restraint Policy titled: Restraint for Medical, Surgical
and Behavioral Health Indications on Non Psychiatric Units, and restraint and seclusion: behavioral health/psychiatric
emergency. A thorough review of the revised Code 8 debrief protocol was conducted by the Director of Security at the
April 12, 2011 staff meeting, A communication on the change was sent to Security Staff on April 6, 20 11, Also
reinforced at the staff meeting was the use of the Burlington Police Department as a resource in the event that extra
support is needed.
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A 395 482. 23(b)(3) RN SUPERVISION OF NURSING CARE

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

This STANDARD is nat met as evidenced by: Based on observations, record review and staff interview, the hospital
failed to evaluate the use of side railsfor 1 applicable record reviewed (Patient #3) Findings include:

1. Observations during a tour of Shepardson 6 on 3/8/11 at 11 :00 AM with Nurse #1, side rails were observed on
patient beds. Nw'se #1 confirmed that all beds have four side rails, Nurse #1 further stated that staff don't use
the side rails as restraints and patients can elevate the side rails if they choose to. Nurse #1 further stated
"for a geriatric patient we might put up the top half rail but is not considered a restraint. "

On 3/8/11 at 1:45 PM, Patient #3 was observed in bed with twohaif-rails elevated at the head of the bed. Per
record review, although Patient #3 was identified as being at high risk for falls, there was no assessment
related to the use of side rails. Per interview on 3/8/11 at 4:10 PM and 3/9/11 at 9:10 AM, Nurse #1
confirmed that half-rails were usedfor Patient #3. Nurse #1 said the side rails were not used as restraints and
possibly were used to access the call system, but staffwere concerned about Patient #3 's behavior and riskfor
falls. Nurse #1 state "we could improve ... maybe other areas of the hospital use and assessment that we could
use. II

2. During the initial tour of the Shepardson 3 unit on 3/8/11 at approximately 10:30 AM; and on 3/10/11 at
approximately 9: 15 AM, the following rooms were observed to be equipped with 4 side rails: Rooms 332, 333,
311, 323. On 3/10/11 at approximately 9:30 AM on Shepardson 3, Nurse #4 indicated when Housekeeping
prepared the room for admission; the 2 upper rails were lefi in the raised position. H/she added, the patient
then decided if they wanted them up or down. Nurse #4 also said patients had an assessment for Fall Risk that
was completed daily and included side rails; however, there were no individualized or specific assessments for
the use of side rails.

Fletcher Allen Plan of Correction

The inpatient Psychiatry nursing flow sheet was updated by the Nurse Manager to include assessment of side rails. On
3/25/2011, the Psychiatry Nurse Manger communicated the expectation that side rail assessment be included as part of
the unit's nursing assessment. The Nurse Manager will review nursing documentation for compliance with side rail
assessments and give feedback to staff as required, beginning 4/4/2011.

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 observations, record review and staff interview, the hospital
failed to ensure that nursing staff developed a nursing care plan for 2 of 3 patients (#26 and #27), andfailed to ensure
a care plan included the use ofC-PAP (continuous positive airway pressure) machine for one patient (#28). Findings
include:

1. Patient #26 was admilled to the Shepardson 3 psychiatric unit 0 3/6/11 with diagnoses which included Suicide
Ideation, Depression (chronic), Substance Abuse, Dissociative Identity disorder, Bulimia and Family Conflict.

Review of the Interdisciplinary Treatment Plan dated 317/11 identified problems as: depressive symptoms, suicidal
ideations with plan; relationship problems, and substance dependence (THC - tetrahydrocannabinol, the major
psychoactive compound in cannabis). The section for Psychological Interventions was not completed. The last page of
the Care Plan was only sigiled by the Therapist on 3/6/11.
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Observation on Shepardson 3 unit on 318111at approximately 10:30 AM upon entrance to the unit, found the normally
unlocked exit door to be locked. Interview with the Psychiatrist following the tour, revealed the locked status was due
to a patient who had been allempting to leave the unit. The Psychiatrist explained helshe did not there was a
therapeutic benefit for this patient to be transferred to the Shepardson 6 unit, which was locked at all times.

Interview with Nurse #4 on 3/9/11 at approximately 10:00 AM revealed the Care Plan did not indicate Patient #26
was aflight risk. There was no revision to reflect the specific problem, or interventions to be implemented.

2. Patient #27 was admitted to Shepardson 3 Psychiatric unit on 3121ll to 3181ll with diagnoses which included
Suicide Ideation, Cervical pain, History of ETOH (alcohol), Migraine and Mood Disorders.

Review of the Interdisciplinary Treatment Plan dated 3/3/11 identified Problems as: Suicidal Risk. The sectionfor
Psychological Interventions was not completed. The last page of the Care Plan was not signed by the Therapist.
Interview with Nurse #4 on 3/9/11 at approximately 9:40 AM revealed the Interdisciplinary Care Plan should be
completed within 24 hours of admission.

3. Patient #28 was admitted to Shepardson # Psychiatric Unit on 21161ll with diagnoses which included Severe
Anxiety, Depression, Hypertension, and Hyperlipidemia. Treatment to included ECT (electroconvulsive therapy).

Review of the Pre-Admission Referral Summary dated 21161ll indicated the patient had a C-PAP (continuous
positive airway pressure machine) for apnea. Review of the Interdisciplinary Treatment Plan dated 2/17/11 did not
include a reference to the use of a C-PAP machine. Review of the Inpatient Psychiatry Treatment Plan update
dated 2/24/11 revealed a Physician, Social Worker, and Therapist signature, however, there was a signature for
Nursing. On 3/10/11, an interview with Nurse #3 on Shepardson 3 at approximately 9:30 AM revealed patient #28
did not use a CPAP machine.

Fletcher Allen Plan of Correction

Following the rules set forth in the "Local Coverage Determination (LCD) for Psychiatric Inpatient
Hospitalization" (L29838), clinical staff will be educated on the completion of "Inpatient Psychiatry Multi-
disciplinary Treatment Plans" and "Multi-disciplinary Treatment Plan Updates," The psychiatry Nurse Educator
will reinforce the education provided on nursing care plans, utilization, documentation and the required updates by
4/12/201 I. The Medical Director of inpatient Psychiatry will educate the providers on "Inpatient Psychiatry
Multi-disciplinary Treatment Plans" and "Multi-disciplinary Treatment Plan Updates" by 4/12/2011. Daily audits
of the "Multi-disciplinary Treatment Plan" (initial and updates) will be conducted by Activity Therapies with
feedback to the Nurse Manager and Medical Director beginning 4/4120I I. Monthly care plans audits will be
conducted an RN Clinical Auditors from the Institute for Quality with feedback to the Nurse Manager and Nurse

4f~~TI,1A,.'3QS -P,Oc. 11C£-et>~ ()(}2JIJviVj
A 438482124 (b) FORM AND RETENTION OF RECORDS

The hospital must maintain a medical record for each inpatient and outpatient. Medical records must be accurately
written, promptly completed, properly filed and retained, and accessible. The hospital must use a system of author
identification and record maintenance that ensures the integrity of the authentication and protects the security of all
record entries.

This STANDARD is not met as evidenced by: Based on observation and staff interview the hospital failed to ensure
that all medical records were properly stored in a location that protected them from potential fire and/or water
damage. Findings include: .

During a tour on 317111at 3: 15 PM improper storage of medical records was observed at an off campus medical
records location. Active patient records were observed stored on metal shelves, however in several locations multiple
records were stored without protection on top of metal shelves throughout the storage area with some stacks heights to
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be from 6 to 15 inches silting in close proximity to sprinkler heads. if the sprinkler heads were prompted to disperse
water, the improperly stored records would be in direci contact with water as it was expelled from the sprinkler heads
and subject to destruction. The observation was confirmed by the Director for Health Information Management at the
time of the tour.

Fletcher Allen Plan of Correction

The Director of Health Information Management removed the medical records that were stored on top of the metal
shelves at the UHC location on 3/10/20 11. This action was communicated to the survey team prior to the exit interview
on 3/11/2011. The Environment of Care team led by the Safety Specialist will continue to conduct Environmental
Safety Rounds (ESR) to access appropriateness of record storage. Feedback regarding results of the ESR is
communicated as appropriate to Fletcher Allen leadership.

A 4-3 ~ 4\)0\1\ -poe; l1((q~ CJt -OW-J08~~
A620 482. 28(a)(I) DIRECTOR OF DiETARY SERVICES

The hospital must have aft/II-time employee who-
(i) Serves as director of the food and dietetic services;
(ii) Is responsible for daily management of the dietary services; and
(iii) Is qualified by experience or training.

This STANDARD is not met as evidenced by: Based on observation, staff interview and record review, the Director of
Nutrition Services failed to assure that dietary staff implemented the policy for monitoring of refrigeration
temperatures in accordance with safe food handling practices. Findings Include:

Per observation during a tour of the kitchen and dietary areas with the Director of Nutrition Services and other
dietary staff on 3/8//1 commencing at 10:10 AM, refrigeration temperatures and/or temperature logs revealed
multiple days when temperatures exceeded the safe range for storage of perishable foods and there was no evidence of
actions taken. Out of range temperatures were recorded daily for freezer #1 for all of February and daily in March,
with ranges from 14-24 degrees F (Fahrenheit). The thermometer stated that the temperature for freezer #1 was 25.8
degrees during the tour. There were also multiple days when logs for kitchen refrigerators #2, 4, 10 & 13 were out of
range at 40 - 44 degrees F for the early AM templ!I'ature check. Logs for reach-in refrigerators in the Harvest Cafe
revealed multiple days when temperatures were OUi of range at 40 - 41 degrees. Per review, the hospital's PIP
"Cooler/Freezer Temperature Chart Standards for Null'ition Services" stated "if a cooler or freezer temperature is
out of compliance, (at 01' below 39 degrees F for coolers and at or below 0 degrees for freezers) it will be reported
immediately to the supervisorllead on duty. (l?) the designated staff will take the following course of action and
document by number in the column on the form and circle the cooler orfreezer which is out of compliance ". The out of
range temperatures were not circled on the logs reviewed and there was no evidence of any remedial action taken per
the policy. These omissions were confirmed during eh interview with the Director of Nutrition Services on the
afternoon of 3/8//1 after policy review.

Fletcher Allen Plan of Correction

The freezer referenced above was removed as requested by the Director of Nutrition Services on 3/1112011, prior to
the survey team's departure. Nutrition Policy "Nutr0004010" has been revised to clarify the process regarding
documentation of corrective actions related to monitoring of refrigerator temperatures. The policy was reviewed with
all nutrition supervisors and education regarding the process for entering electronic maintenance requests will be
completed by the Director of Nutrition Services by 4/26/20 II. The Environment of Care team led by the Safety
Specialist will continue to conduct Environmental Safety Rounds (ESR). Feedback regarding results of the ESR is
communicated as appropriate to Fletcher Allen leadership.

A701 482.41 (a) MAINTENANCE OF PHYSICAL PLANT
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The condition of the physical plant and the overall hospital environment must be developed and maintained in such a
'manner that the safety and well-being of patients are assured.

This STANDARD is not met as evidenced by: Based on observation and interview; the hospital failed to ensure the
environment was maintained in a safe manner. Findings include:

Per observations made during the physical environment tour on 3/8/11 and 3/9/11 there were loose hand rails in the
following locations:

1. Outside the labor and delivery lounge
2. Acrossfrom room 40143 in the west pavilion
3. Between rooms 489-490 on Baird 4
4. Between rooms 574-575 on Shepardson 5

The above observations were confirmed by the facility Quality Assurance representative accompanying the surveyor at
eh time of the observations.

Fletcher Allen Plan of Correction

The handrails referenced in the following locations have been secured:
Outside the Labor and Delivery lounge
Across from room 40143 in the West Pavilion
Between rooms 489-490 on Baird 4
Between rooms 574-575 on Shepardson 5

The Environment of Care team led by the Safety Specialist will continue to conduct Environmental Safety Rounds
(ESR). Feedback regarding results of the ESR is communicated as appropriate to Fletcher Allen leadership

A~10(- r'O(;. If\60]JIUG.ac:t:Jo3h
A702 482.41(a)(1) EMERGENCY POWER AND LIGHTING

There must be emergency power and lighting in at least the operating, recovery, intensive care, and emergency rooms,
and stairwells. In all other areas not serviced by the emergency, supply source, battery lamps and flashlights must be
available,

This STANDARD is not met as evidenced by: Based on observation and staff interview, the hospital failed to ensure
emergency lighting was available at all outpatient offices where surgical procedures are performed. Findings include:

Per observation of one outpatient clinic on 3/11/11, it was observed that although there is a system to illuminate the
hallways in case of a power outage, only flashlights and glow sticks are available to illuminate the procedure rooms in
case of a power outage. Per review of billing codes for March 1, 2011 through March 10, 2011, surgical procedure
are performed in the two procedure rooms at eh outpatient clinic. Per interview on 3/11/1 , at approximately 9:45 AM,
one clinical staff person stated that if the lights go out "we have flashlights.in the rooms ". Per interview, a second
clinical staff person stated that if the lights went out during a procedure. Staff would "make sure the flashlights were
on so they couldflnish the procedure ",

Fletcher Allen Plan of Correction

An evaluation as to the appropriateness of installing additional battery pack lighting has been conducted by the Vice
President for Medical Group Operations. Based on the completed evaluation, the Vice President for Hospital Services
will oversee the addition of lighting to identified areas. A purchase order for the lighting and installation was placed
on 3/19/2011 and the work will be complete by 4/14/2011. Inspection, testing and maintenance shall be performed by
Facilities Management in compliance with NFPAIOI.7.9.3. This will be scheduled via the Facilities Management work
order system. To ensure the placement of appropriate emergency lighting, the evaluation as to the need for emergency
lighting has been added to the facility design guidelines and site activation process.
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A724 482.41 (c)(2) FACILITIES, SUPPLIES, EQUIPMENT MAINTENANCE

FaciliLies, supplies. and equipment must be maintained to ensure an acceptable level of safety and quality.

This STANDARD is not met as evidenced by: Based on observation and confirmed by interview the hospital failed to
assure laminate hoods in the pharmacy were maintained in an acceptable level of quality and safety. Findings include:

Based on observation on 3/9/11 at 1:30 PM of the main pharmacy area, two offour laminate hoods where IV solutions
are prepared had discolored and degraded point on the outsides of the preparation area. The identified areas were
tacky to the touch and although degraded to the frame in several pinpoint areas. did not appear to fiake off the frame.
Per interview at 1:50 PM on 3/9/11, Pharmacist # 1 confirmed that the areas were indeed degraded.

Fletcher Allen Plan of Correction

Stainless steel cover plates were installed all the laminate hoods used for IV solution preparation on 3/3012011.
Inspections of hood surface integrity will be add~o It~e~i-~nual hood recertification process.

A- '1d.Jf P.O c. (1ce.e.{J4J "lfldO(11 ~~
A 749 482.42(a)(I) INFECTiON CONTROL OFFICER RESPONSIBILITIES

The infection control officer or officers must develop a system for identifying, reporting. invesLigating. and controlling
infections and communicable diseases of patients and personnel.

This STANDARD is not met as evidenced by: Based on observation, staff interview and record review, hospital staff
failed to adhere to aseptic technique during 2 applicable observations of treatment/care provision; failed to ensure
consistent monitoring of temperatures and relative humidity was conducted and monitored in Central Sterile
Processing; and failed to ensure equipment in disrepair was not used in the operating rooms. Findings include:

1.'Per observation of set up procedures for a hemodialysis machine on the Medical Intensive Care l1.nit (MICU) on
3/8/11 at 3:25 PM, the Hemodialysis Technician (HD) attached the blood chamber for the CRIT-LINE to the Optiflux
dialyzer with the same gloves used to move the trash can closer to the dialysis machine. The contamination of the
dialyzer/set up was immediately confirmed with the HD and the Director of Renal/Transplant Services. Afier the
observation. the equipment was disposed of and a new set-up was initiated.

2. Per observation. on the afiernoon of 3/8/11. Nurse #2 failed to maintain proper infection control and hand hygiene
technique during a dressing change procedure. Afier sanitizing his/her hands and donning clean gloves, the nurse
touched his/her face mask, adjusting the fit over the nose and contaminating the glove. and then proceeded to remove
the dressing covering the catheter insertion site on the neck of Patient #40. During interview, immediately following
the procedure, Nurse # stated s/he did not recall touching his/her mask during the process of changing the dressing.
Per review the facility's policy titled Hemodialysis Vascular Access: Central Venous Catheter (CVC) Care and
Maintenance, dated October 2010. identifies the procedure for CVC Site Assessment and Care which include; don
mask and gown, perform hand hygiene and don gloves, proceed to open sterile supply packages and remove the
dressing. '(be careful to avoid contaminating the insertion site)'.

3. During Environment of Care Safety Audits. which includes staff from the Infection Control department. surveillance
of the Central Sterile Process (CSR): (the department within the hospital that processes, issues, and controls
professional supplies and equipmel1l, both sterile and non-sterile. for some or all patient-care areas of the facility)
failed to identify the lack of policy and process for the ongoing monitoring of temperatures and relative humidity in all
CSR locations. Per national standards developed by AAMI (Association for the Advancement of
Medical Instrumentation) hospitals are expected to monitor and maintain temperatures and relative humidity within
recommended levels in all locations associated with Central Sterile Reprocessing \CSR) tolil CTudede-contamlnation.
preparation & packing and sterile storage. Monitoring and maintaining temperatures and relative humidity at specific
parameters is recommended to prevent microbial and bacterial growth in packaged sterilized material and
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instruments. Per Centers for Disease Control (CDC) and Health Care Infection Control Practice Advisory Committee
(HICPAC) Guidelinesfor Environmental Infeclion Control in Health-Care Facilities 2003 states" ... Relative humidity
levels>60%, in addition to being perceived as uncomfortable, promote fungal growth .. " During a tour of CSR on
3/9/1 I at 1:50 PM a review of the hospital's monitoring process for temperature and humidity control was -reviewed.
Per observations of a Dickson humidity and temperature chart recorder in the sterile stores area, the temperature
reading was 69 degrees Fahrenheit (F) and the relative humidity was 15.2. (per AAMI guidelines ST79 2006 3.3.65
relative humidity in sterile storage is not to exceed 70% and in other CSR locations humidity should be kept between
30-60 %. Optimal temperatures is I 75 degrees F in sterile storage; 68 - 73 degree F in preparation & packing; and
60-65 degrees F in decontamination area). When asked how the relative humidity and temperature levels were
monitored the Director of CSR confirmed the only process presently was for staff to remove the graft chart from the
monitoring device weekly. replace with a new graft sheet and place the completed graft chart in a notebook. No daily
monitoring and/or review policy existed to assess if relative humidity and temperature levels met recommended
parameters in all 3 locations within CSR that have Dickson humidity and temperature monitoring devices. Recommend
parameters were not made available to staff for monitoring temperatures and relative humidity nor was a process
developed for notification if -aproblem was identified. In addition, the lack of monitoring and review of relative
humidity and temperatures also was performed at the Fanny Allen outpatient surgical location. This deficient practice
was also confirmed on 3/10/11 at 8:30 AM by the Director ofCSR.

4, Staff in the peri-operative area failed to adhere to infection control standards when an operating room table
extension with torn and cracked vinyl was not removedfrom use. On the morning of 3/9/11 while touring the operative
suite area, staff were observed preparing an operating room for the next surgical case. Utilizing the table extension
with several breaks in the integrity of the vinyl surface compromised effective disinfection of the surfaces. In an
addition, 2 other operaling rooms table extension were noted to be stored on the floor in the operating room. These
observations were confirmed by the inlerim nurse manager for Surgical Services to be breaches in infection control
practices and a potential compromise of patient safety.

Fletcher Allen Plan of Correction

The Fletcher Allen policies "RENL00074 and RENL009" were revised to clarify the section on aseptic technique.
These revisions were completed by the Dialysis Assistant Nurse Manager and the Manager of Infection Prevention.
The Assistant Nurse Manager will educate the acute dialysis unit staff on the revised policies and procedures by
4/26/2011. Fletcher Allen is participating in a CDC collaborative to reduce infections. The audit tool developed by this
CDC collaborative will be used to monitor compliance with asceptic technique. The Infection Prevention team will
perform asceptic technique audits during April 2011 and provide feedback to the Assistance Nurse Manager. In
addition, the Assistance Nurse Manager will implement "peer" asceptic technique monitoring audits. The results will
be reviewed monthly at staff meetings.

The policy entitled "Monitoring of Temperature and Relative Humidity in Central Reprocessing" was developed and
implemented by the Central Sterile Reprocessing (CSR) Director on 3/11/2011. This policy outlines the ongoing
monitoring, required documentation and required follow-up activity if the temperature and humidity exceed the
acceptable ranges. CSR staff was educated to the policy by the Director of CSR on 4/1/2011. Compliance with the
revised policy will be monitored weekly by the CSR Charge. Audits regarding compliance with the revised policy will
be incorporated into Environmental Safety Rounds beginning 4/26/2011.

Vinyl Mattresses in Peri-operative Services were inspected by Managers and their designee on 3/31/2011. Mattresses
in need of replacement were removed from service and replacements were ordered with an anticipated delivery date of
4/18/2011. The Peri-operative managers reviewed the importance -of infection prevention using the appropriate
policies. The importance of infection prevention and the role and responsibility to include mattress inspection and
equipment handling was presented by the Nurse Manager /educator at the unit staff meeting on 4/14/2011. Peri-
operative Managers will assess the integrity of mattresses and appropriate equipment handling in use in the Peri-
operative setting as part of their daily rounding process

A 940482.51 SURGICAL SERVICES
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If the hospital provides surgical services, the services must be well organized and provided in accordance with
acceptable standards of practice. If outpatient surgical services are offered the services must be consistent in quality
with inpatient care in accordance with the complexity of services offered.

This CONDITION is not met as evidenced by: Based on observations, staff interview and record review the Condition
of Participation: Surgical Services-was-not met as evidence by the hospitals failure to monitor temperature and
humidity levels in the Central Sterile Processing locations;failure to ensure access to the operative and recovery area
is limited to authorized individuals and failure to provide emergency lighting in out patient areas where surgical
procedures are conducted. Findings include:

I. Per national standards developed by AAMI (Association for the Advancement of medical Instruments) hospitals are
expected to monitor and maintain temperatures and relative humidity within recommended levels in all locations
associated with Cen/ral Sterile Reprocessing (CSR) to include decontamination, preparation & packing and sterile
storage. Monitoring and maintaining temperatures and relative humidity at specific parameters is recommended to
prevent microbial and bacterial growth in packaged sterilized material and instruments. During a tour of CSR on
3/9/1 I at 1:50 PM a review of the hospital's monitoring process for temperature and humidity con/rol was reviewed.
Per observations of a Dickson humidity and temperature chart recorder in the sterile stores area of CSR the
temperature reading was 69 degrees Fahrenheit (F) and the relative humidity was 15.2. (per AAMI guidelines ST79
20063.3.65 relative humidity in sterile storage is not to exceed 70% and in other CSR locations humidity should be
kept between 30-60 %. Optimal temperatures is 75 degrees F in sterile storage; 68 - 73 degree F in preparation &
packing; and 60-65 degrees F in decontamination area.) When asked how the relative humidity and temperature levels
were monitored, the Director of CSR confirmed the only process presently was for staff to remove the graft chart from
the monitoring device weekly, replace with a new graft sheet and place the completed graft chart in a notebook. No
daily monitoring and/or review policy existed to assess if relative humidity and temperature levels met recommended
parameters in all 3 locations within CSR that have Dickson humidity and temperature monitoring devices.
Recommended parameters were not made available to stafffor monitoring temperatures and relative humidity nor was
a process developed for notification if a problem was identified. In addition, the lack of monitoring and review of
relative humidity and temperatures also was noted to exist at the Fanny Allen outpatient surgical location. This
deficient practice was also confirmed on 3/10/11 at 8:30 AM by the Director ofCSR,

2. During a tour on the morning of 3/9/1 I with the Director of Peri-Operative Services the McClure entrance to the
peri-operative area was observed to be unsecured creating potential access to the operative suites and recovery areas
by unauthorized individuals. Although all other entrances to the peri-operative area are secured requiring employee
ID badge authorization to access the area, the McClure entrance is not equipped with a badge ID monitoring system,
An unauthorized individual can press the automatic door opener, /ravel down a corridor where stretchers and
equipment are stored and enter into the operative suites area which is also not secured. In addition, both the McClure
peri-operative door entrance and the entrance leading directly into the operating suites are not distinctly marked
either on the floor or doors warning unauthorized individuals are not permitted to enter. These observations were
confirmed by the Director of Peri-Operative services at the time of the tour:

3. Per observation of one outpatient clinic on 3/11/1 I, it was observed that although there is a system to illuminate the
hallways in case of a power outage, only flashlights and glow sticks are available to illuminate the procedure rooms in
case of a power outage. Per review of billing codes for March I, 2011 through March 10, 201 I, surgical procedures
are performed in the two procedure rooms at the outpatient clinic. Per interview on 3/11/1 I, at approximately 9:45
AM, one clinical staffperson stated that if the lights go out "we have flashlights in the rooms". Per interview, a second
clinical staffperson stated that if the lights went out during a procedure, staffwould "make sure thefloshlights were
on so they could finish the procedure". '
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Fletcher Allen Plan of Correction

The policy entitled "Monitoring of Temperature and Relative Humidity in Central Reprocessing" was developed and
implemented by Central Sterile Reprocessing (CSR) Director on 3/11/2011. This policy outlines the ongoing
monitoring, required documentation and required follow-up activity if the temperature and humidity exceed the
acceptable ranges. CSR staff was educated to the policy by the Director of CSR on 4/1/201 I. Compliance with the
revised policy will be monitored weekly by the CSR Charge. Audits regarding compliance with the revised policy will
be incorporated into Environmental Safety Rounds beginning 4/26/201 I.

Regarding the security of the McClure Peri-operative door entrance, the Director of Security, Parking and Safety has
identified a solution. Installation of an Operating Room door lock and door release system for this entrance is
scheduled to occur on 5/1/2011. The Director of Facilities Management will ensure that appropriate signage distinctly
marking the McClure Peri-operative door entrance and the entrance leading into the operative suites is installed by
4/7/2011.

An evaluation as to the appropriateness of installing additional battery pack lighting, has been conducted by the Vice
President for Medical Group Operations. Based on the completed evaluation, the Vice President for Hospital Services
will oversee the addition of lighting to identified areas. A purchase order for the lighting and installation was placed
on 3/19/201 I and the work will be complete by 4/14/2011. Inspection, testing and maintenance shall be performed by
Facilities Management in compliance with NFPA 101.7.9.3. This will be scheduled via the Facilities Management work
order system. To ensure the placement of appropriate emergency lighting, the evaluation as to the need for emergency

lighting~r~WI alli~~1)si?O.~eA~:;~a~vation process.

A1005 482.52(b)(3) OUTPATIENT POST-ANESTHESIA EVALUATION
[The policies must ensure that the following are provided for each patient]

A post-anesthesia evaluation completed and documented by an individual qualified to administer anesthesia, as
specified in paragraph (a) of this section, no later than 48 hours after sw'gery or a procedure requiring anesthesia
services, The post-anesthesia evaluation for anesthesia recovery must be completed in accordance with State law and
with hospital policies and procedures, which have been approved by the medical staff and which rejlect current
standards of anesthesia care.

This STANDARD is not met as evidenced by: Based upon record review and interview, the facility failed to document
complete post anesthesia-evaluations; A review I of 7-patients who had received anesthesia services revealed
documentation by the individual qualified to administer anesthesia did not contain qualitative elements that addressed
their recovery from anesthesia and in 1of I applicable anesthesia evaluations, the written evaluations were mostly
identical. (Patient #28) Evidence includes the following:

I. Record review for Patient #28 revealed a procedure requiring general anesthesia was ordered initially twice a week
on 2/12/11 and increased to three times a week on 3/1/11. On 2/18/11, thejlrst procedure was conducted. The post
anesthesia evaluation conducted on 2/18/1 I read: "the patient has been evaluated, assessed and discharged from
anesthesia care with stable cardiorespiratory function and acceptable mental status, pain management, body
temperature, jluid balance. nausea/vomiting control and Aldrete score. Additional monitoring and assessment needs
have been addresses. 1j present, postoperative events are documented below". There was no qualitative data that
indicated what "acceptable mental status" was nor "stable respiratory function or the type of anesthesia that was
administered. On 2/21/I1, the post anesthesia evaluation read as: "the patient has been evaluated, assessed and
discharged from anesthesia care with stable cardiorespiratory function and acceptable mental status, pain
management, body temperature, jluid balance, nausea/vomiting control and Aldrete score. Additional monitoring and
assessment needs have been addresses.1jpresent. I postoperative events are documented below".

On-2/25/11, the post-anesthesia evaluation read as: "the patient has been evaluated. assessed and discharged from
anesthesia care with stable cardiorespiratory function and acceptable mental status, pain management, body
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temperature, fluid balance, nausea/vamiting contral and Aldrete scare. Additional mOliitoring and assessment needs
have been addresses. Ifpresent, postaperative events are documented below".

On 3/2, 3/4, 3/7, 3/9/11, the post anesthesia evaluations all read as: "the patient has been evaluated, assessed and
discharged from anesthesia care with stable cardiorespiratory function and acceptable mental status, pain
management, body temperature, fluid balance, nausea/vomiting control and Aldrete score. Additional monitoring and
assessment needs have been addresses. If present, postoperative events are documented below". During an interview
with the Health Care Service Director in the afternaon of 3/9/11. the documentation of the post anesthesia evaluations
were discussed. The "canned" language is a choice in the electronic system that the provider has an option to choase.
The anesthesia providers discuss and confer with clinical staff in PACU (post Anesthesia Care Unit) and use the
clinical signs documented by PACU staff. Ifno issues, they choose from the drop down menu the canned language as
noted above. It was conftrmed that looking directly at the post anesthesia evaluations, clinical indicators are not
present but the system could be changed so that all applicable clinical elements to measure anesthesia recovery could
be included in their system.

Fletcher Allen Plan of Correction

The Chair of the Department of Anesthesia will ensure the inclusion of the following patient specific clinical
information in the electronic health record (EHR): blood pressure, pulse, respirations, temperature, oxygen
saturation, type of anesthesia administered, mental status and pain score. The Medical Director of Anesthesia will
communicate the changes to the Department of Anesthesia by 4/26/2011. An RN from the Institute for Quality will
conduct monthly chart audits to monitor compliance with completion ofthe post-anesthesia evaluation. Feedback
regardinj compliance will bgo~~d~ to the Chair of the Department of Anesthesia for appropriate action .

.1\1 cPS • If dvlll f->.{).C,~jJ-d'3h
A 1104482.55(0)(3) EMERGENCY SERVICES POLICIES
[If emergency services are provided at the hospital-oj

(3) The policies and procedures governing medical care provided in the emergency service or department are
established by and are a continuing responsibility of the medical staff. This STANDARD is not met as evidenced by:
Based on staff interview and record review the facility failed to establish policies and procedures governing the
provision a/medical care by Physician Assistant (PA) in the ED (Emergency Department). Findings include:

Per recard review, Patient #55, who had been recently diagnosed with GBM (Glioblastoma muliforme, a type of brain
cancer), was hospitalized for a period of 3 weeks duration for treatment of complex medical issues, including;
Pneumocystis carini! pneumonia. septic shock, DVT (Deep Vein Thrombosis) af the left leg as well as bilateral
Pulmanary Emboli (blockage af arteries in the lungs) and Atrial Fibrillation (condition related to heart rhythm). The
patient received anticoagulant medication as part of their treatment, and was dischargedfrom the hospital an 6/15/10,
Patient #55 presented to the ED just 3 days later, On 6/18/10, complaining of left leg pain, and, despite the available
information from the recelll hospitalization regarding the patient's medical history, the PA did not consult with the
supervising Attending physician and failed ta conduct any diagnostic studies when assessing the patient's medical
condition. Patient #55 was diagnosed, at that time, with Sciatica (related to irritation of the sciatic nerve) and
discharged back to a SNF (Skilled Nursing Facility). Patient # returned to the ED. again, 3 days later, an 6/21/10,
with ongaing pain, and the ED physician, who provided the patient's care at that time identified'that the patient had a
"camplex medical hx (histmy) for GSM and chemo .... "and included lab and diagnastic imaging studies as part afthe
assessment. The lab studies identified a significant drap in bload levels requiring blaod transfusian, and a CT of the
pelvis revealed retroperitaneal bleed (bleeding internally into the membrane that lines the abdominal cavity in the
area of the lower back), and the patient was subsequently readmilted to the haspital/or treatment.

Per interview, at 9:50 AM on 3/10/11, the Medical Clinical Leader, responsible for the aversight of quality of care
provided in the ED, stated that, although there is a supervising Attending Physician available in the ED at all times,
there was nofarmal pracess in place for assuring ongoing/continuing assessment of the medical care provided by PAs,
and no palicy or guidelines that clearly defined when a PA wauld be required to consult the Attending physician
regarding medical care of ED patients. The Clinical Leader stated there is an expectatian that a PA will consult with
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the AI/ending physician when a patient presents with a "complex" case, however that determination is left solely to the
individual PA's judgment. Sihe also stated thai although there is an expectation that PAs will consult the AI/ending if
they are considering use of advanced imaging studies, particularly CT or MRI, there is no policy or protocol to assure
consistency of that practice. In addition, the Clinical Leader stated that the process for conducting ongoing assessment
of medical care provided by PAs in the ED includes: a requirement to aI/end at least 50% of the monthly Quality
Meetings where case review is conducted; and an informal process of review PA records, conducted by the Clinical
Leader, on those PAs with whom he works, during clinical shifts that slhe is scheduled as a supervising AI/ending. Sihe
further stated that they are currently in the process of developing policies and procedures for assuring
ongoinglcontinuing assessment of medical care provided by PAs to ED patients.

Fletcher Allen Plan of Correction

An Emergency Room Physician Assistant (PA) Scope of Practice and Delineation of Privileges document was updated
on 3/24/2011 by the ED Medical Director to articulate attending oversight Specifically, PA's are now required to
present all triage level 3 patients to an Attending for consultation. The ED Medical Director updated the ED providers
regarding the Scope of Practice changes on 3/24/20 II. The Emergency Department "Ongoing Professional Practice
Evaluation" (OPPEl process used to identify practice trends that impact the quality of care, has been updated to
include PA evaluation criteria based on sample chart reviews. Criteria include appropriate diagnostic tests, completion
of medical exam, documentation of pain at discharge, condition at discharge, final disposition and appropriateness of
care are reviewed at the provider level. These criteria will be used for cases reviewed as part of the Emergency
Department Quality Assurance process for cases that retum within 72 hours of discharge.
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