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An unanneunced cnsfe complaint investigation
was conducted by the Divisian of Licensing and
" Protection on 2/22/11 and 2/23M1 1 as authorized
by the Centers for Medicare and Medicaid, The
followlng deficlent practice was ldentified.

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

Tha patient has the right fo recaiva care in 2 &afe
setting.

This STANDARD is not met as evidenced by,
Based on sieff interview and record teview the
hospital falled {0 provide angolng supervision and
accountablifty for 1 applicable patiert and failed fo

ensure tha safety and well being for'ali patients. : Lof j 2l

(Patient #1) Findings mclude: I l 5 >f-| :
) . . i {

During the inilial weeks of hospitalization from See AW aLHE) r’}

612310 through 7/22/10, Patlent #1 had lefl thalr o~

hosgital roam, exited the nursing unlt, wandered Plan

the hospital and walked off the hosplial campus Wﬁﬁ"n

ta smoks without the provislon of an ascort for )

supervision. During hospitalizatlon, the patient R;:,‘m,ﬁ.t_

demonstrated challenging behaviors to include
belligerence, agitation, intlmidating verbal and
physical threats towards staff on sevaral
occasions and was often non compliant with
medlcation adminlstration. Nursing nete dated
718710 st 1200 states "Per attending......-Pafient
Is not allowed tg leave the unit without assistance
dit high safety risk—patient inslsts to go ouiside
io smoke....". Howeaver, before and after this nots,
the patient frequently ieft the hospital and as
noted In nursing note from 7/16M0 at 2045 'RN
nformed pt. sthe is not allowed to smoke on
haspitat grounds, and sfhe would have to lsave
campus...... Wil cali securily if pt does not refurn

L.__ ap— oy P~ ety By -
LARDRATORY DIRECTOR'S OR PROVIDER{BUPPLIER REPRESENTATIVE'S SIGNATURE ) TTLE (X&) DATE

_%L%_ﬂwl&lﬂ-d : : Y-
Any deflislincy sielecnont ending with an aslerlsk {*) denoies a deﬁcieneywhlchﬁa. Instiullen may be excused fram correcting povkiing i 1a delarmined that

ather safuguards provide sufficlant protecllon lo the pailanis. (See inslructions.) Excepl for nursing homes, the findings statad abovo nle disclosable 90 doye
following the data of survay whether o7 nal 8 plan of earrection is previded. Fer nursing hotea, the above findings and plans of corractien sre diaclosable 14
days fo[m;wa‘ ]date these documents ar medoe avaliabla te the taiity, [ deficlencles are gllod, an spproved pian of caracllan is sequlsite 1o coptinued
program panicipation.
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{30
DATE

Atd4

A 166

the Director of Patlent Safety the hospital

- the incldent. In addltion, there was no definitive

Continued From page 1

within 30 minutes". Desplta the patient's
behavioral Isstes apd threals, the hospital did not
.provide a security escort for this fndlvld ual as
h/she wandered tha hospitat and patient units.

Per interview on 2/22/41 af 10:2B AM, the Director
of Patient Safely stated "Wa capnot have 111
sectlrly escorls for svery patient that

wants to walk around”. Or 7/22/10 during ohe of
the patlents unescoried walks within the .
facllity, the patiant sustained a fali with injury. Per

was unable fo [dentify direc! cause for the fall, bt
it was confirmed the patlent was not provkied a
securlty escort and/or supervision at the time of

plan In place to ensure the patlent's safaty or the
safaty of others when Patlent #7 wandered in and
out of the hospital and exifed the hospitaf campus
to smoke,

482.13(e)(3) PATIENT RIGHTS: RESTRAINT
OR SEGLUSION

The lype or technigue of resiraint er seciusion
used must be the least restrictive Intervention that
will be effective to protect the patient or others
frars harm.

This STANDARD s not met as avidenced by:
Based on staff Interview and record review,
physicai restraints were implemented on Patlent
#1 with na Indication for their use or evidence of
prior alternpts at less restictive measuras to
meet the patient's ¢linlcal needs or to protect the
safety of the pallent Findings Include.

1, Per review on 2/23/11, Patlent #1 was admitted
to the Medical Intensive care Unit (MICU) on
6/24/10. The pallent arfved to MICL) |ntubatsd,
requiring the assistance of a respirator for

A 144
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A 185

‘states; "Consider using two upper siderzsils lo

.} Although the patienf had dempnsirated sihe was

Continued From page 2

braathing. The patient was placed [ a bed wilh 4
siderails up and soft wrist restralnts were apphed
to prevent the patiant from interfering with the
enforceable fube (breathing tube}, Per nursing
progress nole dated 8/24/10 at 1145 Patient #4
was extubated, breathing sufficlently on thalr
awn. Soft testraints were removed, but side ralls
remained p, At 0200 on 6/26/10 a nursing
pragress note states: “oud bang heard from
raarp, upon enteting Pt found on floor, all 4 side
raite remaln up in bed. Confused conversaion,
oriented to parson only, MAE (moving all
extremities) an tomimand, without sehsorimolor
deficlts. Neaded asslstancs of 4 to get back to
bed, Iags weak and unable to bear welght.
Repositoned hack to hed, vital slgns stable,
physicel assessment done,; vest posey | )
applled......" Per review of the Fall Prevention
Policy - Aduil Inpatiant (published 03/21/2008),

asslst with bed maoblilty and safe egress. Nole
that fur side ralls up dees not prevent falis and s
a restraint if patient can Initlate bed exit.”

abla to exit the bed, the 4 side ralls cantinued to
be used, Thera was no evidence of reassessmant
to determine justifications for the continuad use of
4 slde rails.

The hospital's policy "Restralats Medical, Surgical
and Behavioral Health Indications on
Non-Psychlatric Units" (publishad 04/08/2040)
states “the choice of restraints should always be
the least ragirictive method passible and based
on the patient's asaessad needs." Record review
revealed here was no assessment or
dogumantation by nursing staff that described the
need for, or impletnentation of, physical restraints
ag thea jeast restrictive measure to assure the

A 165
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A 168

A 267

warranted both a vest posay and 4 side rails.

Continued From page 3

physical safety of the patient nor was a specific
behavior demonstreted andfor dacumentad that

Alternatlves such as 2 bed alarm or slitet were -
net attempled, The patient remained restralned
In 2 vest posey uptll 1400 on B/25/10 even while
up in @ chalr during a physlcal therapy evaluation.

In agdition, althaugh the hospltal policy allows an
RN to IntHats the use of a restraint when an
MD/LIP {Licensed Independent Practitioner} Is
not immediately avallable, the record dees not
spetifically reflect notificaion of an MDALIP for the
initiation of the vest posey and 4 stde rafls at 0200
on 8/25/10. A slgned order for the use of the
resiraints was not documented untll 0703 on
€/26/10. The nencompilance by the MICU nurse
with hospital poiley related to resiraint use was
confirmed by the Director of Nursing Education on
the mormning of 2/23411.

462.21(2)(2) QGAR] GUALITY INDICATORS

The hospital must measurs, analyze, and lrack
quality indicators, including adverse patient
events, ahd other aspects of performance that
assess prosessss of carw, hospiat services and
pperations. _

This STANDARD is not met as evidenced by
Based on skafi interview and record review, after
a patient experisnced a fall, an advarse patishl
event report was not compieted, as per hospital
policy, te ensure such events are mazsured,
analyzed and monitored for patlent safety and
quality of care for 1 applicable patient, (Patlent
#1) Findings include;

The opportunity to improve patient safety
ouleames specific to the use of restraints and fall

A168
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A 287 | Continued From page 4 . A 287
prevention did not ocour as a rasult of hursing
staff's failure to file @ SAFE report (an adverse
event reporl). On 6/26/10 In MICL! at-02060 Patient
#1 exfted thalr bed while 4 side ralls ware in use
and was found lving on the floor n their room.
After the fall, the patient was placed back to bed,
the 4 I?tde ralls mma;?aa up amt:ll da vast posay : .

was then applied without any evidence of . :

attempting a least rastrictive interventien to . Lea, AT A Y IZ@I I
prevent further fafls or restraint use, The
hospitals * Fall Pravention Polley - Adult \ &=

inpatlent” requires staff ta complets specific Plan

documentalich and reparting after a pafient T .
experences a fzll, In additien to completing a Coffeet 1o
"Post Fall Evaluation”, the nurse who had found
Pallent#1 aftar the fall was also requirgd to
complete a SAFE report. The nurse falled to file
the SAFE report or complete the pragess
associaled with the "Pest Fall Evaluation”. Per
interview on 2/22/11 at 10:30 AW, the Director of
Patiant Safely canfirmed all SAFE reports are
sent lo the Patignt Safety office where events are
reviewed. During this process the event is
investigated to determine "..if thera s anything
wa could have done differentiy,......any ;
environmental factors that lead to a fajl...human 0 \N
factors, any physical factors”. The Director of “\
Patlent Safely stated a report of patient event . X
Investigations are reported monthly {o the Quality .
Council.. However, due to the omisslon of the

SAFE report speclfic to Patient #1's fall on
6/25/10, a quality compfiance review relaled to
the use of 4 slda ralls, the use of a vest restraint Q.Q
and the cireumstances associated with the falf

were not investigated to explore opportynitiss for

improvement - (\3‘0/]

. Refer to Tag: 154
A 285 | 482.23(b)(3) RN SUPERVISION OF NURSING . A395
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CARE : .
A reglstered nurse must supervise and aveluale
the nursing care for sach patient.
This STANDARD (s not met as evidencad by:
Based on sbaff: jltnterviaw and record l‘enrliew.
nursing staff fajled to conduct a post falt e EYD v
assegsment and a adverse avant report, gs par 556- AT h{ [2.:,! '

‘seclion of the Post Fall Algarithm was also not

hospitaf pollsy, for 1 applicable pailent who had
sustained a fall while hospitalized. (Patlant #1)
Findings Inciuds: . -

Per record review on 2/22/41 and 2/28/41 a nurse
asslaned to care for Patlent#1 on 8/26M0In the
Medical Intehsive Gare Unit (MICL) falled to
complete a "Post Fall Evaluation” assesament
after Patient #1 sustained a fall from thelr bed at
0200 while 4 sids ralls remalnad in the upright
posifion. The hospltal's "Fall Pravention Policy -
Adult {last reviewsd 3/21/08) requires several
actions to bs inflaled by the nurse to include an
initial clinlcal evajuation of the patient after the fall
and documenting findings and oulcames using
the "Post Fal] Algorltms®, By not completing the
assessmonht, actions and Inferventions ih
response to Pallent#1's fall were net Inftfaled. in
accordance with hospitat pollcy, notifications to
nurse managers was hot documented as
completed; identification of Immedilate
interventions needed ta prevent another fall was
not documented as Implemented, and the MD

completed . {n addition, to not completing the
“Post Fall Assessment' the hurse aiso falled to
complete a SAFE report (adverse event repart)
a4 required per hospltal polley, By not
completing the SAFE raport, the fall incldent was
nat reviewed as per hosgital protoce] to Include

?\wﬁ 69 Cbl\fm/lﬂ
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A 385 Continued From page 6 : " A28 yl2ofif -

an investigation of the event by the nurse 4
mahagsr and a Patlent Safety review was not A 345 :

Iriggered for Quality raprovement for an — e
avauation of risk factors, The :f:mlissior; ;Jr{ the : '\A’ CTSL’
Post Fall Assessment and the failure of the nurse - ;

to filo the SAFE report was confirned on 212311 Poeﬁcg@pi»@
at 10:45 AM by tha Directar of Nursing Education,
A 3061 482,23(b){4) NURSING CARE PLAN A 386

The hospital must snsurs that the nursing staff
develops, and keeps current, a hursing care plan
for each patlent.

This STANDARD |s not met as evidenced by
Basa{d an staff; Ii}ntgrvte;vs and retcurd raview.!
nursing staff falled to develop a timely care plan ,
for a patient who was aszessed to be at risk for $L6 ATACHEED
falls and who expetlenced a fall while [l ) l i ) (}
haspitalized, (Patient #1) Findings Include: Plan

Ootvec . T

1. Despite helng identified to be at high risk for
f4lls upon admission on 6/24/10, Patlent #4
experlenced a fall on 6/25/10 and i was not untli
8/30/10 that a vare plan was developed by
nursing to Incorporate specific fall visk faclors
and interventions far Patlent #1. Per record
review, on 6/23/10 Patient #1 was brought to the
Emergency Department after being found on the
streat experlencing mutiple sefzures, Sthe was
admitied la the MICU an 6/24/10 and per hospital
policy, an assessment for fall risk was conducted
using the Hendrich H Fall Risk Assessment ool
as per the "Fali Prevention Poliey - Adult
Inpatient®. Due to dsk factors including 2
nsurologleal injury with changes In mentat stalus,
generalized weakness and dse of anfleplleptic
medications, Pallent #1's high {all sk score from
6/26/10 through 6/30M10 were asgessed te be 8
through 12 depanding on e patient's dally
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c!lnlri?l sttatus. E.A score of Gar lahova desighates
apatientas e Level higher fall gk raquiring .
additional f=)l prevention interventions ). When |, . 5@.. A-ETACH &) s k l )
admitted to MICU on 6/24M0, Patient ¥1 was F O, 270 I
placed Inabed wih al 4 sderals.p, On 260, Plan & bl
6/26/10 at 0200 while alt 4 side rails remaine ¥.0
up, Patlent#1 exitad their bed and was found on WW
the floar In thelr MICU room. The “Fall ) 4 I?Oh |
Prevahton. Policy™ Post Fall Assessmant process ,
Includes nurse managers or thelt deslgnee - - | @/)
assuring a hlan of care exists to address the risk f e}

faotors and fall precawtions are injiated. On the

moerning of 2/23/411 the Director of Nursing

Education confirmed that nursing staff falled to

develop and implement a fali risk care plan unti 6

:ilaf' after Patient #1 was identified to be a fall
sk.,
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Response for Division of Licensing and Protection Complaint Investigation on February 23, 2011

A 133 482.13(c)(2) PATIENT RIGHTS: CARE IN SAFE SETTING
The patient has the right to receive care in a safe setting.

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

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

Fletcher Allen Health Response to Survey Findings

Fletcher Allen would like to take this opportunity to identify additional information that was contained in the patient’s
medical record and which the Division of Licensing and Protection surveyors failed to identify. Fletcher Allen believes
that this additional information clearly demonstrates that its actions were not contrary to the Medicare regulation cited
above. What the additional information does show is that, during the time in question, the patient: (&) had full capability
to ambulate on his own, (b) did not exhibit any aggressive behavior, (¢} experienced an improved mental state, and (d)
possessed the ability to perform all independent activities of daily living. While Fletcher Allen regrets that the patient
experienced a significant fall on 7/22/2010, a careful review of the records would lead an independent reviewer to
conclude that the patient did not lack the capability to ambulate on his own and did not reguire a personal escort to
accompany him each time he left the unit.

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

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

» The patient did not exhibit any aggressive behavior during this time.

The patient’s mental status improved from oriented X1 to oriented X3 and his ability to ambulate and conduct
independent activities of daily living returned to baseline levels.

e On 7/1/2010, the patient was identified as being ready for discharge to a Sub-Acute Rehabilitation Facility
(“SAR"). However, despite multiple aitempts for placement, a suitable SAR was not identified, because the
patient declined transfer attempts each time a suitable SAR was identified that had agreed to accept his admission.

e The patient’s status continued to improve as evidenced by a physician note on 7/20/2010 stating:

“Pt feeling well. without complaints except that he is out of cigarettes. Is aware of hospital
policy that he cannot go out to smoke, but has been doing s0 on his own anyway.” “Pt
asymptomatic and back to baseline, Ambulating independently and able to perform all ADL’s
(activities of daily living).” '

¢ The discharge plan written by the physician at this time indicated:

“Home or self care; discharge at anytime. Pt does not require SAR at this time as he does not
have any skilled needs. Can be discharged to the shelter with fiu at Safe Harbor Medical
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clinic at HMH.”

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

While Fletcher Allen regrets that the patient expenenced a significant fall, 2 careful review of the patient’s medical record
shows that the patient did not exhibit any characteristics of an individual who required a one-on-one escort each time he
left the unit. In fact, during this time period, the patient was first ready for discharge to a Sub-Acute Rehabilitation
Facility (which he refused), and was later determined, on 7/20/2010, to be ready for discharge home, withaut the need for
skilled nursing-level care (again, the patient refused discharge). Fletcher Allen should also note that its staff repeatedly
informed the patient that leaving the unit to smoke cigarettes was not permitted. Although Fletcher Allen wishes that the
patient had followed the advice of its health care providers and not left the unit to smoke cigarettes, state and federal law
affords competent patients the right to make their own decisions, which includes the right to disregard the advice provided
by one’s caregivers. Specifically, 42 CFR §482.13(b)(2) provides that: the patient “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 request or refuse treatment.” It is the patient’s prerogative to choose or
not choose to follow the advice of his or her heaith care providers and while Fletcher Allen would like for all of its
patients to follow the recommendations of their health care providers, we could not prevent the patient, who was
competent at the time, from feaving the unit.

Fletcher Allen Plan of Correction

A Complete literature/ best practice review on elopement risk and interventions will be completed by the Nursing Director
and Nurse Manager by 5/1/2011. Based on the outcome of the literature/ best practice review the Nurse Director and
Nurse Manger will review and update the Fletcher Allen Patient Elopement Policy with expanded content on prevention -
comprehensive guidelines for identification of patients at risk for elopement, and specific interventions for patients
identified to be an elopement risk by 6/1/2011. Incorporate assessment elements into electronic documentation by
6/15/2011. Staff education by the Nursing Directors will oceur via Patient Safety Newsletter, Notes on Nursing, staff
meetings, policy review to be completed by 7/1/2011. Report out on Patient Elopement Policy changes at the Patient
Safety Committee in July 2011, Elopement events will be reviewed on a case by case basis by the unit manager and
director, with identification of areas for improvement. A“ 3 5

A 165 482.13(e)(3) PATIENT RIGHTS: RESTRAINT OR SECLUSION

The type or technigue of restraint or seclusion used must be the least restrictive intervention that will be effective to
protect the patient or others from harm.

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

3. Per review on 2/23/11, Patient #1 was admitied to the Medical Intensive Care Unit (MICU) on 6/24/10. The
patient arrived to MICU intubated, requiring the assistance of a respirator for breathing. The patient was placed
in a bed with 4 side rails up and soft wrist restraints were appiied to prevent the patient from interfering with the
enforceable tube (breathing tube). Per nursing progress noted dated 6/24/11 at 1145 Patient #1 was extubated,
breathing sufficiently on their own. Soft restraints were removed, but side rails remained up. At 0200 on 6/25/10
a nursing progress note states: “loud banging heard from room, upon entering patient found on floor, all 4 side
‘rails remain up in bed. Confused conversation, orient to person only MAE (moving all extremities} on command,
without sensorimotor deficits. Needed assistance of 4 to get back to bed, legs weak and unable to bear weight,
Repositioned back to bed, vital signs stable, physical assessment done, vest posey applied......". Per review of the
Fall Prevention Policy — Adult Inpatient (published 3/21/2008), states: “"Consider using two upper side rails to
assist with bed mobility and safe egress. Note that four side rails up does not prevent falls and is a restrain if
patient can initiate bed exit.” Although the patient had demonstrated s/he was able to exit the bed, the 4 side rails
continued to be used. There was no evidence of reassessment to determine justifications for the continued use of
4 side rails,
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The hospital’s policy "Restraints Medical, Surgical and Behavioral Health Indications on Non-Psychiatric
Units” (published 4/8/10) states “the choice of restraints should always be the least restrictive method possible
and based on the patient’s assessed needs.” Record review revealed there was no assessment or documentation

* by nursing staff that described the need for, or implementation of, physical restraints as the least restrictive
measure to assure the physical safety of the patient nor was a specific behavior demonstrated and/or documented
that warranted both a vest posey and 4 side rails. Alternatives such as a bed alarm or sitier were not attempted,
The patient remained restrained in a vest posey until 1400 on 6/25/10 even while up in a chair during a physical
therapy evaluation.

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

Fletcher Allen Health Care Response to Survey Findings

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

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

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

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

Fletcher Allen Plan of Correction

Nurse Educators in the SICU and MICU will develop a formal plan for educating staff by 4/8/2011. The plan will
include the review of the policy associated with the use side rails and the application of vest restraints. Review of
policy statement with staff will be documented. The education will be completed by 5/1/2011, Key educational points
will be summarized and distributed electronically to nursing staff in the March 2011 “Notes on Nursing” and in the
April 2011 “Patient Safety Tips Newsletter.” Nursing staff will complete the annual “Restraint Competency” which
includes content on the need for clinical justification, documentation of continued need and documentation of
alternatives attempted as part of the 2011 annual performance evaluation process. Compliance with the completion of
the Restraint Competency will be monitored with results forwarded to nursing leadership by 8/30/2011. Audits
regarding use of restraints and compliance with the established policies and standards will be completed by a Nurse
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Clinical Auditor from the Institute for Quality. Feedback on performance will be provided to nursing leadership on a
monthly basis for action related to any identified performance improvement. Hf&bl ll
o lo)
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A 267 482.13(a)(2) QAPI QUALITY INDICATORS l,‘ A

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 staff interview and record review, after a patient experienced a
fall, and adverse patient event report was not completed, as per hospital policy, fo ensure such events are measured,
analyzed and monitored for patient safety and quality care for I applicable patient. (Patient #1) Findings include:

The apportunity to improve patient safety outcomes specific to the use of restraints and fall prevention did not occur as a
result of nursing staff’s failure to file a SAFE report (an adverse event report). On 6/25/10 in MICU at 0200 Patient #!
exited their bed while 4 side rails were I use and was found lying on the floor in their room. Afier the fall, the patient was
placed back to bed, the 4 side rails remained up and a vest posey was then applied without any evidence of attempting a

- least restrictive intervention to present further falls or resiraint use. The hospital’s “Fall Prevent Policy - Adult

Inpatient” requires staff to complete specific documentation and reporting after a patient experiences a fall. In addition
to completing a “Post Fall Evaluation”, the nurse who had found Patient #1 after the fall was also required to complete a
SAFE report. The nurse failed to file the SAFE report or completed the process associated with the ‘‘Post Fall
Evaluation”. Per interview on 2/22/11 at 10:30 AM, the Director of Patient Safety confirmed the SAFE reports are sent
to the Patient Safety offices where events are reviewed. During this process the event is investigated to determined “....if
there is anything we could have done- differently....any environmental factors that lead to a fall....human factors, any
physical factors”. The Director of Patient Safety state a report of patient event investigations are reported monthiy to the
Quality Council... However, due to the omission of the SAFE report specific to Patient #1's fall on 6/25/10, a quality
compliance review related to the use of 4 side rails, the.use of a vest restraint and the circumstances associated with the
Jall were not investigated to explore opportunities for improvement.

Fletcher Allen Health Care Response to Survey Findings

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

Because Fletcher Allen’s position on reporting incidents in the SAFE system is voluntary, Fletcher Allen does not believe
that the absence of a report on this specific incident constitutes a deviation from hospital practice. Nor is the lack of a
mandatory reporting requirement inconsistent with the Medicare Conditions of Participation in any way. Although
Fletcher Allen does not believe that the absence of a report in the SAFE system on this particular incident was contrary to
the Medicare regulations or Fletcher Allen practices, Fletcher Allen recognizes that encouraging all safety events to be
reported through a centralized system helps to ensure consistent documentation, analysis, and improvement of safety
concerns. As such, Fletcher Allen 1ntends to remforce to its staff the use of the SAFE system as outlined in the Plan of
Correction below.

Fletcher Allen Plan of Correction

The Director of Patient Safety will reinforce the importance of “*SAFE” event and near miss reporting as outlined in
the “Fletcher Allen Health Care Adverse Event Reporting Policy”. Key educational points will be summarized and
published in the April 2011 edition of “Patient Safety Tips.” The leadership team will rcmforcc the expectatlons
related to event or near miss reporting to staff by 4/26/2011.




o

Response to Division of Licensing and Protection Complaint Investigation on February 23, 2011

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

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

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

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

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

Fletcher Allen Plan of Correction

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

The Directors of Nursing will review “Post Fall Evaluation” expectations outlined in the Fletcher Allen Health Care “Fall
Prevention Policy” and SAFE system reporting as outlined in the Fletcher Allen Health Care “Adverse Event Reporting
Policy” with Nurse Managers and the Administrative Nurse Coordinators and will use a case study methodology to
reinforce expectations. The Nurse Managers will then communicate the expectations referenced in the two policies
clectronically or via staff meetings. This process will be completed by 4/26/2011. The Administrative Nurse Coordinators
will reinforce the expectation referenced above with staff during their rounds. The Directors of Nursing will reinforce the
key points in the March 2011 edition of “Notes on Nursing,” which is distributed to all nursing staff. The Director of
Patient Safety will reinforce the educational points regarding Post Fall Evaluation, Restraint Use, and Adverse Event

. reporting in the April 2011 edition of “Patient Safety Tips.” This newsletter is sent to all leaders and is shared with staff.

Each Nurse Manager’s written plan for sharing this information with staff will be provided to their director by 4/8/2011.
Audits regarding compliance with “Post Fall Evaluation™ expcctations, as outlined in the Fletcher Allen Health Care “Fall
Prevention Policy,” will be completed by a Nurse Clinical Auditor from the Institute for Quality. TFeedback on
performance will be provided to nursing leadership on a monthly basis for action related to any identified performance

improvement. A2 af TP\OC\ J\CC“Q(P}Q’& L[!?O,II
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A 396 482.23(b)(4) NURSING CARE PLAN
The hospital must ensure that the nursing staff develops, and keeps current, a nursing care plan for each patient.

This STANDARD is not met as evidenced by: Based on staff interviews and record review, nursing staff failed to develop

a timely care plan for a patient who was assessed to be at risk for falls and who experienced a fall while hospitalized.
{Patient #1) Findings include:

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

Fletcher Allen Plan of Correction

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