
CALIFORNIA HeALTH AND HUMAN SERVICES AGI=NCY
DEPARTMENT OF f>UBLIC HEAl.TH

STATEMENT OF 05FICIENCIES
AND ~~ ...N OF CORREC'I'ION

(X11 l'I'lOVIOERISI,IPPLIER/CLIA
ID~TIFICATION NUMijER:

IX2) MlIL'r1PLG CONSTRUC nON (X3) D/lTi:. alJIW~Y
~(JMf'I~IH)

... BlJlLDING

IJ, WING 10/05/2011

NAME< OF PROVIDER OK SUPPLIER

SETON MI::OICAL. CENTER

STRG:GT ADDI,ESa, Crt"Y, s'rAT~, ZIP CODE

1!;lOO SUL.L.IVAN AVENUE, DAL.'f CITY, CA 94015 SAN V1ATI;.O CauNI'f

IXo)
COMPLETE

DATE

10
PR5FIX

TAG

TREATMENT/CARE FOR

SUMMARV STATEMEN'I' OF PEFrcleNcrEll

lEACH OEFICIENCY MUST BE PREC~EOeO elY FULL
REGULATORY O~ LSC IDENTIFYING INFORMATION)

F 328 483,25(k)
SPECIAL NEEDS

CLASS AA CrrATION -- PATIENT CAR~

22·2103-0008904·F
qomplaint(s): CA00274771

Representing the Department of Public Health:
Surveyor 10 # 25732, HFEN

Th~ inspection was Iimitea to the specific facility
event investigated and doeD not represent the
findings of a full inspection of the facility.

IX4) 10
pREFIX

TAG

PRovIOER'oS PLA~ OF CORKt:;C'f/ON
(ElICH CORRECTIVE AC~ 6N SI~OLJLD BE CROSS·

REFERE<NCED TO THa~ROPR1ATE DEFICleNCV)

t--~-+----------------~----t-----l, Review competencies n t~e SubAcute Unit,
The following reflects the findings of the Department specificlllly tracbeosto y and I.pieoe care;
of Public' Health durins a Complaint Investigation enhanct: competcnci Ilnd eduCilLe as l\eed~d,

Visit: a. this was C()mp1<~ during th~ w~ek ofJuly
11,2011 with fUrth1rr insel'Vicing in AU~USl

by involved sWf
i.Responsible perso1 Manllger and Director,
Stan' Development 'DSD)

b, All staff was re·educated on the equipment
during the week ofJII ~ 11, 20 II

i.ltesponsible Pcrsor: DSD
c. The nurSe il'lVolved in the case was placed
on extcndel1 orleniltti n with ample
opportunity to review this compett:lt'lcy with

I both Respiratory The apy (RI) alld Nursing
I LResponsible PersoJ: SubAcute Manager
I (BF) and DSD

d, Ongoing monitorln~: Cumpetem::ies Ell'e
r~viewed annually wi h RI. through face-to­
tace training llI1d ob~ rvations with return
demonstrations

The facility must ensure that residents receive
proper treatment and care for the following special
services:
Injections;
Parenteral Cllld enteral fluids;
Colostomy, ureterostomy, or ileostomy care;
Tracheostomy care;
Tracheal auctioning;
Respiratory care:
Foot care; and
Pro5thes~s,

ThiS re9ulation was not met as evidenced by:

Based on interview and record review the f~cility

failed to ensure one patient who had a
tracheostomy (Residant A) received proper
respiratory care when: ,

2, Rel/iew oritmtation u: l:qUipmcnt with hands on

I
dl:moflstration and In lltlple l'etUrn

demonstrations
~, This was complcrtl: durln~ tht; week of July

11,2011 with Curti er inscrvicing in August
by involved staff I

i.Responsible .Perso,l: DSD and R'f
b, The nurse inVOJvC:~in thl: case was placed
on ex.tended orientati n with ample
opportUnity to revie this competency with
both RT and Nursin~

i.R~ponsible Persurl; SubAl:lute ManlLger
(BF) ana DSD I

c, Ongoing monitori 'lg: Orientation l(l

equipment with bw:l( s on demon:itIQtioll has
,been integrated into he; Moual competency
review with RI, As above. this is donL:
through face-to-face trllining and observatiol1s
with return demons! ationS

~vent ID:S8SJ11 1111/2012 2;43:5~PM
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1. There was no documented evidence of Residelnt
A's oxygen saturation (Sa02) levels on 6/22, 6/23,
and 6/24/11 to ensure it wa5 maintained at or
greater than 93 'Yo.

2. The facility failed to maintain the resident's

ailWay patent when " :;taff (LVN 1) did not remove
the cap from the expir\'ltory port of 01 T-piece which
is a part of a medical deVice known as the KimVenl
Turbo-Cleaning Closed Suction System attached to
Resident N.. tracheostomy tube. The deficient
practice cau5ed the death of Resident A on 11
du~ to \'lsphyxiation a$ .. result of obstruction of the
tracheo5tomy tube.

Findings:

Resident A, an 81 year old female was admitted to
the facility on 109 for ongoin9 rnanilgement of
chronic ret;piratory failure with a tracheostomy (
surgical breelthing hole in neck),

Record review of Resident A's History and Physical

Report dated 109 indicated she had a history'
of eVA (cerebro-vascular accident or stroke).
R@sident A was not responsive to verbal stimuli and
waS in a persistent vegetative state (wakeful
unconscious 5tate lhat lalitG longer than a rew
weeks), Resident A's eyes would open but she was
not alert or oriented and was unable to
communicate or follow commands. The patient was
breathing spontaneously \lia a tracheo5torny tube.
She reql,Jired a tracheostomy (a breathing tl,Jbe I
surgically inserted into the neck) fOI' protection of

'0
PREFIX

TAG

I'RQVIOGR'S PLA OF COllR~C TlON
(~CH CQRRI:C'rIVE ...C1 ION SHOULD ~t: Ct<~)SS·

REfERt:NCEO 1"0 me: IITROPHIIWF. DEFICIENCY)

3. Review safety ofequip/nem lUld sn-ategize a
fuiI proofsystem. Dete mine ift-piece with in­
line suctioning is uvaildlle withOUt the cap in
place
a. All online review of his pkcc ofequipmc:nt

w~s .:lone the week OJ'JuLy 11, 2011.
Several incidents ha e been reporting to
McdWatch by other roviclers of care

LRt:sponsible person; Assistartt Dil'ector,
Quality

b.l'his incid~ntwas rCH0rted to MedWatch
l.Rcsponsiblc: person; IAssistant Director,

Quality
c, NurSing has been in ~jscussion with !tT 1A>

determine if there anj altemative to this
product, to date an ~equa.t~ replllCc:mc:nt has
not been fOWld. HO'fevcr, Qull.1ity cOlltinues
to research with vensors !IS new tubing is
developcdlrelt:llSc:d ffr LIse

LResponsible person; IQuality Director,
SuhAcute Manager~F) and RT

4. Educate Rapid n.espo e Warn members to :
speak with the pe:rwn hQ evoked the code
betore the te:am Ic;aves e ullitfca11s offth~

response: prior to asse~og the patient
a. This was completed buring the week of July

11,2011
i.Responsible person; Administrative
Nursing Supervisors (ANS)

ii,Ongoing monitoring. ANS responds to each
Rapid Response Teu!n (RRT) and
concurrc:ntly I:valua~ .$ thll performance: of "
both thl: person calli S the RRT and th~

membcrrs oftne RRl teanl with immediate
J:bc:dbl\Ck pfQvided

I

(X~)

C()MI'L~II-;

I)A·,F.
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Continued From page 2

• her airway. She was totally dependent on staff for
her activities of daily living.

According to the annual Minimum Data Set (MDS)
dated 11/15/10, and the latest, quarterly MDS
dated 5/15111, under Special Treatments,
Procedures and Programs, the following
Respiratory Treatments were performed on the
patient: oxygen therapy, suctianing C1nd
tracheostomy care.

Record review of ~ Nursing Care Plan, dated

11/12/10 and updated on 1/19/11, indicated;
"Problem6... Impaired airway clearance related to

traoheostomy and respiratory failure, Goal:
Resident's ailWay will remain patent X 90 days- as
evidenced by a Sa02 above 93%" (oxygen
saturation-a measurement that indicates adequate
oxygen is being taken into the body for life,
measured by a bedside device).

According to the Nursing Care Plan updated on
4/19J11 , it indicated under Needsl Problems
section that Patient A had potential problem for

B5piration secondary to presence of tracheostomy
and tube feeding. The Action Plan was to:
Auscultate lungs q (every) shift and pm (whenever
necessary), Report changes in lun~ sounds to MD,

Record review of Treatments Sheet for 611J11­
6/24111 indicated a treatment order dated 11/12/09

to "suction Cl (every) 2. H (hours) and prn, It also
indicated an order to "Keep Sa02 at 93% or greater

at aillime$." and ''Trach. care Q (every) shift and

10
PREFIX

rAG

PROVIOER'Ii pLAN 01' CORRECTION
(EACH CORREC'nvlO ACT ON SHOULD 6~ CROSS·

REFEkENCED TO THE AP 'ROP(iJP.T~ DEFICIENCY)

S. Revil!w process whae b!J3IJgr:s Of tUbing are
assignce! to nurses It [directly caring for the
resident,

a. This was completed ~uriog the week ofJuly
11, 20 J I. This prOces was revised so that the Ii
nurst: caring for the pa 'cnts is respotlsibl~ fur
toe tubing change,
i,Responsible pl1rson: Subacute Manager (BF) I
ii.Ongoing mooitOl'ln~: 'the SubAcute

Manager evaluates ~e d.ay shift ;!Issigmnent
(the shift when [Ubi S is changed) daily to
ensure that this new practice is being
followed.

6. Review process with s~aff regarding
documcmtatjon of1rea ments (which would
include: auscultation 0 lungS and
documentution and 0' ygc:n Saturation and
dOC~lInentatioll) lIS ou incd in the Nursing Care
Plan and Treatment S eet
a. This was complete! di.lting the week of July
II. 2011
i.Responsible persollf DSD
ii.Ongoing mot\i[orin~: As Ii par.t ~~ thl:

Pel1:ormance fmP.~emenl (lctJVltu~s for the
SubAcute Unit, u om sample ofpatillnts
will be chosen CliO month to ensure that the
Treatmc:nt Record d the Nursing Care '

Plan coincide afldl'e documentation is
complete. In addiu II. this documentation
will be tevicwed d Iring the regularl~

scheduled [nterdis iplinary Tllllm Meeting.

7. This plan ofcorre Eion applies to all
residents on th.e S~bA.cu[e lIS Utey are all
with tracheostomYltubes .
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pm (When necessary)..."

RElcord review of Resident A's Long Term Clinical
Care Flowsheet for 6/21/11, 6/22111, 6/23/11, and
6/24/11 indicated that the box for recording the
Sa02 was left blank, There was no documented

evidence that nursing staff had checked Patient A's
SaO::!,

In an interview, On 10/6/11 at 11 A. M.. the Risk
Manager 1 (RM 1) and the Chief of Respiratory
Therapy acknowledged that the nursing staff did flot
routinely measure Patient A's Sa02 on 6/22/11,
6/23/11, and 6/24/11 before this reported incident.

Record review of a Physician Progress Note for
Resident A, dated 6{16/11 indicated, "Subjective:
The patient does not respond to sUmuli. Objective:
Vital Signs...blood pressure 116/6B...Chest: No
Wheezing,., Assessment Respiratory failure.
trachl;!ostomy, gastrotomy. no ventilator
dependency ..."

Record review of Proeress Notes dated 6/24/11 ilt
S:23 P,M" indicated: "RN 1 called to inform thaI
patler'l[ was found pale, nO(l-responsive, Vital Signs
(blood pressure and pulse) could not be
appreciated. no spontaneous breathing, Rapid
Response team called • but canceled due to
patient's DN~ (do not resuscitate)."

Record review of a PhY$ician Progress Notes.
dated /11 at 6:25 P.M., indicated: "Called by
nursing staff to pronounce patient who they say
died at 3:15 P.M.. Patient is in fact dead with

ID
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Rt;~E::~IONCI:D TO TfiE APr~OPR,...m O=I'ICIENGVI

8. The POliCYlProcedU~-J. describing the
op~~ation o~ the invo ved suction catheter
"Inlrne SuctIOn Ca\h 'ler Assembly"
(uttlU;hed) hIlS been eveloped and approv~d

eftective Decembel' OIl. This
policy/procedure ret ects the current existing
process and the slaff were tilmiliariud witll
it during Dc:cembCT (Il.ifImeeting, In
addition, it has heen ddc:d to the annual
competency lI'aining
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dilated pupils no respiratory effort and is pulseless.
A T·pieoe it> attached 10 a traeheo5tomy. The
expirator port is occlucled with a plastic cover."

In an interview. on 7/15/11 at 11 A.M. the facility's'
RM 1 provided a summary of the reported adverse
event as follows: "On 11 ~t 3:15 P,M. LVN 1
(Licensed Vocational Nurse) went into Patient A's
room to ehanee the T.piece suction set up attached
to the tracheostomy. The T-piece is a closed device
that is attached to the tracheostomy for suctioning
(method of removing secretions that accumulate in!
the longs and wind pipe). Patient A was not on a
ventilator (breathing machine) but was breathing
humidified air and oxygen through thi$ r -piece on
her own. When the T-piece comes in the package
for changing it CQmes with a cap on the expiration
port, The cap muGt be removed prior to use when
the patient is breathing on her own. Essentially,
LVN 1 did everything right except she left the cap
on. She said she took the cap off. When another
nurse (LVN 2) came in to check on Patient A , she
saw the cap was on the T-piece expiration port and
the patient was not breathing on her own, LVN 2
immediately removed the cap and began bagging (
deVice used to provide rescue breathing ) the
patient. Patient A never started breathinlJ on her
own again ...since she was DNR, she was
pronounced dead."

In an interview on 7/15/11 at 11:30A.M.,
Respiratory rherapist 1 (RT 1) (a respiratory
ther~pist helps evaluate, trElat and assist the health
care learn with patients with respiratory disease)
who a$sisted LVN 2 in the above described incident
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was asked if Patient A was a spontaneously
breathing patient. Rr-1 said, "Patient A wa5 not on
a ventilator. She was breathing on her own. ihe
white cap should have been off of the T-Piece.
There should have been a little plastic tube
connected to the '"-piece so the patient could
exhale."

In an interview on 7/15/11 at 12:27 P.M.. LVN 1
. wal> asked about Changing the T-piece on Patient
A. lVN 1 said, "I remember coming in to Patient
A's room with LVN S at about ten minutes to three
to change the T.piece. The T-piece wae used to
suction the patient through a trach (tracheotitomy),
we change it every three days. Since this patient
was on oxygen and breathing on her own we took
the white cap off. I remember changing the Topiece.
Everything was all right with the patient when I left
the room." LVN 1 was then asked If she
remembered who took the white cap off of the
T-pieoe expiration port. LVN 1 said, "Honestly, I

can't remember."

In an interview on 7/15/11 at 1:15 P.M.. LVN 2 who'
discovered Patient A was not breathing on 11.

was asker:! to describe what happened. LVN 2
said," 11 waS a a( about five minutes to 3
P.M., I was going on my rounds and ohecking on
Patient A in her room. Looking at her I did not think
she was breathing. I shook her and I saw right
away that the Topiece had a cap on It and Ghe was
not breath ne sO I called for help, took the T-piece
cornpletely off and started bagging her."

The surveyor a$ked LVN 2: 'When you took the

ID .~
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T-piece off the tracheostomy of Resider'lt A, waS
the white cap on or off 7" LVN 2 said, "That cap
was on, it should have been off." LVN 2 was asked
what would happen to the patient if the cap was left

on. LVN 2 explained, "If the white cap was lef1 on,
the patient cannot exhale and breathe on her own."

Review of Resident A's San Mateo County
Coroner's Office combined Autopsy Report and
Pathology Report dated 6/31/11, indicated:
"Conclusion: The cause of death listed waS
asphyxiation due to obstruction of tracheostomy
tubi;. Patient A waS in a persistent vegetative state
after suffering <l cerebral vascular accident in
2009...Patient A well; a patient <It the hospital ...On

2011 at approximiltely hour~

P,M.), the SUbject's tracheostomy tUbe was
replaced, but the cap WOll> not properly removed
preventing oxygen to the SUbject. Based on
information obtained in the Coroner's Investigation
Report and Autopsy Report, I have determined that
the manner of death to be an accident. h

Review of the manufacturer's directiom; for use of

the KImberly-Clark KimVent Turbo-Cleaning Closed
Si.Jction System dated 2007, indicated: "Warnin9:
Cap on KirnVent T·Piece prevents continuous flow
therapy (oxygen is administered through a tUbe to a
breathing patient with a tracheostomy). Remove
Gap before starting continuous flow therapy. Failure

I
to remove cap prior to continuoi.Js flow therapy mOlY I
result in serious inji.Jry Dr death."

I
Review of the LVN 1'l; competency Action Plan,
dated 512/11, indicated: "I n-llne Suction

I
I

Event IO;S6SJ11 1/11/2012 2:33:46PM

It'll 10

L,.ABORAl'ORY DIRI!CTOR'S OR PROVlrJERlSUP~L1ER Rl!.PRESI:NrATIVE'S SIGNATVRE Tlrj-e

~~ D\(e.UOI",IDv~ti~
AllY dali~iency stilt~ment Dndlng with lin t;lsteri5k (") deno\el~ e d~fi.lency wh\eh tha In~tltu~on may be el~.~~ed from e~;Irr'llctina P1Vidine It is dolcllii'\lned

that cthe( safeQUllrdS provide sufficient protl)CjJon 10 the petionb. except lor nur~inQ homCl~, tns findings sbow ara dls~lgeabIB!f days follQWlng thct dille
of .urvey whether or I\ot e plan or corAlcllon IS provided. Fo( llun;inQ homels, the oboy!: lJndJnlil~ end plioln$ ot corlllclion are dlSClfSilbl" 14 dey. lo"owm~

• the d'l\" lIleso documlmb &o'a madl# aVSllsbl!: to the fll~,lily. II detlcisncl~5ara cil~d, an ilPpl'ovad pili" ot corr",dlon 1& r~quisllC I <;onlinuljd program

_:::~:::n. '-- --- ._- ----- I

I



CALIFORNIA HEAl,.TH AND HUMAN SERVICES AGENCY
D~PARTMEN'r OF PUI3I-1C HEALTI-I

STATEMENT 01' OEPICIENCIES
AND PLAN OF CORREGliON

(X 1) PROVII:;l"RISUPI'LIER/CLIA
IOI;NTIFICATION NUMBER:

(X2) MULTIPLE CONSfRUCTION (X$) OA II: SURVfY
COMI'Lc'fj;D

555235
A. BUILDIN~

B.WING 10/05/2011

NAME 01' PROVIDER OR $UPPLIER

SE:10N MEDICAL CENTER

STREET APIJI<ESS. CITY. !;;'I"ATE, ZII' COP~

19DO SUL.I.IVAN AVENUE. DAL.Y CITV. CA 94015 SAN ~ATED COUNTY

(X4) ID . I
pREFIX I

TAG

SUMMARY sTATEMElN'r OF DEFICIE:NCIGS
(EAUH PEFICIENCY MUST BE PRECI;;EDED By FULL
REGULATORY OR LSC IDEN'I'IPYING INFORMATION)

ID
PREFIX

'rAG
I I'~OVIDER'S PLA

1
OF C;ORREC11()N

IEA~H CORRECTIVe AC ION 5H()UI.l~ Be CI\Olio­
RGI'I1RENGc\) TO THE A P~OPRIATE DEFI(;II:NCY)

(XO)

COMI'I.f'.'1'[
DA"E

IContinued From page 7

Catheter/White Cap Set·up... Ensure all licensed
Respiratory Care Practitioners and licensed
Nursing personnel on the Subacute Unit clearly
understand the two different set -ups, for the in-line
suction catheter When used with a ventilator and
when used on a spontaneOUl,lly breathing patient
i.e.•Without a ventilator. Additionally, ensure the
aforementioned staff understands why the white
cap is nct to be placed on the in-line suotion
catheter When th8 patient is not on the the
ventilator,"

; In an interview, on 10/5/11 at 11:3QAM, the Chief
R.elOpiratory Therapist was asked if there was a
facility policy and procedure that described the
training and the operation of the Kim Vent T-piece
device. The Chief Respiratory Therapist said, " No.
I checked with Nursing. 'rhe only policy is the
Action Plan competency check list that Re&piratory
C<'lre UGes to tra-in the nurses who use the
KimVent."

In a phone interview, on 9/27/11 at 2:44 P,M., LVN

I

I
I
I

2:33:46I;;1M111112012

In a phone interview, on 9/15/11, the Kimberly
Clark manufacturers clinical care representative
WaS asked to explain Why the White cap needed to
be removed from the T-piece part of the
Kimberly"Clark KimVent Turbo-Cleaning Clol>ed
Suction System when it was used on a

spontaneouslY breathing patient. The clinical care I
representative said. "When the patient is breathing
on her own through the T·piece, if the white cap is
not off the patient cannot exhale. It is like I
suffocating the patient."

I
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3 was asked what she remembered about changing
Patient A's T.Piece on 4/11. LVN 3 said, "LVN
1 asked me to help her change the tubing. lVN 1
handled the T-Piece. I was in the back of the bed
changing th~ oxygen tUbin9 and water bottle. LVN
1 W<lS in front of Patient A. I handed her the tubing
and she connected to the T·Piece. Then she
connected it to Patient A. I then left the room,
LVN 3 WllS then asked if she had removed the
white cap from the T·Piece. LVN 3 said, "No."
LVN 3 was then asked If LVN 1 had removed the
white cap from the T·Piece. LVN 3 said. "I don't
remember. Patlent A W<lS breathing on her own
when I left the room."

The facility failed to ensure that Patient A who had
a traCheostomy, received proper respiratory care
when:

1. There was no dOc~mentecl evidence of Patient
A's oxygen saturation (8a02) levels on 6/22, 6123.
and 6/24/11 to enSure it W<lS maintained at or

greater than 93%.

2. The facility failed to maintain the resident's
airway p<ltent when a staff (LVN 1) did not remove
the cap from the expiratory port of a T-piece which
is one part of a medical device known as the
KimVent Turbo-Cleaning Closed Suction System
attached to Patient A'S tracheostomy tUbe. The

I
deficient practice caused tile death of Patient A on I

/11 due to asphyxiation as a result of
obstruction of the tracheostomy tube. ThEl facility's

I
faill,Jre presented an imminent danger to the patient
and was a direct proximate cause Of death of the
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