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(EACH t>€f1ClENCY MUST SE .PilECEED£V BY ;:ULl. PREFIX 

REGu1.Arb~'1 01< LSC (DENTIFYING INFORMATiON) TAGI 
The folloWing reflecls. the findings of the! 

Cal!fomia Department of Public Health during 

the investigation of an entity reported even!. 

, Event number CA00176590 

i Inspection does nol r"present 
;, I' . f" f "ItIn.:l Inspeclion 0, t"e aCLi y. 

; 

; Representing the Caldprnla 
I 
I PublrcHealth' 

: Health and Safety Code 

ltre· findings of a 

Departmenf of 

12801(c) For 

purposes of ihls s~ct\on " immediate jeopardy " 

means '. a situation in which the licensee's 
noncompliance witho!);: or more requirements 

of Ircensure has Caused. or is Iikeiy to cause 

serious Injury or .death to the patient.
 

Tille 22 10.225 rC) A registered nurse with
 

! training. .and experience in operating room 

i techniques shall be responsible for the· nursing 

care and nursing managemenl of operating 
"room seri:iC€. 

Based on interview and 

, facility faiied 10 ensure 

. accounted for, all sponges 

A's cardiac surgery prio.f to 
of the procedure As a 

f retained a sponge. in the 

r that had to b" removed

Isurgical procedure 

recorCl reView, the 

thal OR peq;onnel 

used during Patient 

closure at the end 
result. the iJalie-nt 

right pleural cavily 

quring a second 

Event ID45iON11 ~n1200g 

PP.Q\I10ER'S PLAN OF CORil1:GTlON
 

(EACH COI<1<€CTlVE ACnON SHOULO BE CiliJ&S·
 
REFERENCED TO THE WPROPRt'.TE DEFICIENCy!
 

On February 2, 2009, Sharp Memorial 
Hospital (SMH) notified the California 
Department of Public Heath (CDPH) a 

.potential adverse event involVing a 
retained sponge had been detected. On 
April 6, 2009, a telephonic exit 
conference was conducted between 

_.. - ~ one 
deficiency based upon site visits (on 
2/10/09 and 3/10/09) completed by the 
CDPHHealth Facilities Evaluator Nurse. 
There was no Immediate Jeopardy 
declared in this case 

The Plan of Correction is Intended to 
service as this Organization's 
compliance with Title XXII regulation and 
should be deemed to be credible 
documentation evidencing correction of 
the deficiencies cited on the form2567. 
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; 
.~ 

; Findings 

• Patient p'. a 69 year old female, was admitted 

to the facility on 1129109 lor aortic valve (a 

, heart valve) reDlacement and a coronary 

bypass graft x 3 (repair of three hear! vEsse!S) 

per the Opera.ti-:e Report, dated 1129/09 

According to tria same report the patient 

underwent ti,e surgical procedure as 

,;cheduled The surgery began at 8:28 ?.. M 

,and tile patient v'/asdischarged Irom the 

: operating room to t~,e surgical intensive carE 

: I;Il,1 is-leu) at 1 42 PM, per the same re(.ord 

ITO assure the Director of Surgical
iServices is responsible for the nursing 
icare and nursing management of the 
:operating room the following steps have 
!been taken: 

11. An Education and monitoring program 2/9/09 
i has been implemented for all Operating 
!Room personnel involved in Intra­
ioperative counts, 

2. All employees involved in the care of ; 2/9/09 
the .affected patient during the operative 
procedure on 1/29/09 have reviewed the 
event with their supervisor and been 
coached/counseled on the correct 
procedure for Intra-operative counts and 

! ; requireddocumeritation. 
At .6'0'4 P M. the licensed r.urse in Ihe SIC\)' 

· documeiHe.d in the Nursjng Interdisc!plinary To assure that all sponges are accounted 
Nc:e. thai P2.t:en( A was, "not doing well for during operative procedure and to 

· hemodynamlcaliy" (the patient was net able to assure cpmpliance with Policy and 
sustain her blood pressu'(e) arid an x: -ray was Proced1ure # 46708 Ihtra-operative 

[ekenof the pa.t:eni's chest. The x-ray showed · Counts the following acliOrishave been 

th"t Patient A ned cardiac tamponade and taken:
 

c retalr1ed sponge in the righi. pleural
 

, s p ac e .. Cardloc tamponade IS anI 
• emergency situation . resulting from theI 
p'eSence of blood In ,he double walled sac that 

contains the he"r~ cauSing compression on iI 
ine rle-art I

I 
i 

~ fl.s a c'esull of [hex-ray, Patient A was! 

; 1mmedialely returned to the ·OR for a second: 

isurg,cal' proCE:d'Jre to repair Ihe tamponade 
i and to remove the retained surgical sponge 

· .1. Re-educatron of all Surgical Services 
•staff regarding policy andprocedure # 
46708 wa.s completed via in-service. 

i 2. An education module titled "Intra­
i Operative Counts" was developed and 
· presented to all Surgical SerVices staff, 

3.An Intra~operalive count competency 
has been developed and will be . 
completed by 100% Surgical Services 

: staff· that perform surgical count. 

2/9109 

2/9/09 

4/20109 

8:34:53AM 
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Continued From page 2 

n.,e OR manager was interVi,?weQ on 2110/09 
al 10,30 AJvl The OR manager explained !.hat 
pJior to ihl? slarl of surgery, the first scrub and 

Ilhe second scub assigned ,to the Ulse, 

: perfonT1e(i a Gount of all instruments and 

· sponges [0 be used dUring the surgery. The 

'count number wi's tne,n entered on a white 
: beard ,in the OR and the, tact that -the count 

had been comp:leled. was entered into the 

, computer by the CirCUlating Nurse for ihe 
; surgery 

· When the surgical procedure was completed, ITo assure OR personnel perform the sponge 
: thi: practice ai the facility was for three sponge icountas directed ,by the policy and 
· counts to tJ;: ;Jerformed bMors the patieni's !completely separate the sponges the 
· S),!D '..vas ctOS€D, The counts were done by the lfollowing actions have been taken: 
· first and second sCTubpersOr,1n61 and entered 

11. As part of,education, Surgical Technicians; 2/9/09,in,::> rhe- computer as don6 by the Circulating 
ihave been directed to completely separate ;; Nurse: The whlle boaro. which had 
:the sponges during initial counts and ; docurnenlat\on cl the actual r,urnber of 
:subsequent counts when sponges are added:i sponges used during ihe surgery ',vas cleaned 
ito the sterile field, ! 

; ,H the end of the case 

;2, As part ofedLication, the Circulating j 2/9/09
The OR ,m~nager saId that (he (a.diopaque iNurses have been directed to assure the ! 
sponges (sponges with ;3 blue 'thread running !spbnges are separated during all initial ! 

1 through them that Gould be identified by x-ray) (counts and subsequenf counts when sponge~ 
i used in Patienl f1:s surgery were pac'r{.:Jged in jare added to the sterile field,'j 
; bundles of 10 wnh 4 bundles to a 
: individual bundle was held togell1E~r 

par.keL 
by a 

Each 
paper 

i . l

:3, Competency validation for sponge counts! 4/20/09 
· tape whil;h W5S broken bi" the scrub fe,chnician ifor the Surgical Technicians and the ; 
: when \hE Gounl. <,vas performed at ihe iCirculating Nurse will be documented in the : 

: beglnnlng of ~he svrgery :Intra-operative Count competency, 

; H.e procedure iar CQlIntmg the sponge!> was 

!10: ltH~ scrub lechnban to manually separate 

Event'ID.45ENl i 417/2009 8;3-~:53AM 
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Conhnued From page 3 

· each sponge in a bundle and count it 

obsorved by the second scrub, to ensure that 

the count was correct 

At the end 6r the surgery, each s·pqnge ·used iTo assure the circulating nurse documents
 
dunng the procedure was placed in an
 ;the sponge count in the peri-operative
 
uldividuaf deaf po.ckel in a sponge counte·r
 ;nursing notes the following actions have 

· hag tach spor.ge cOllnter bag htld 1en jbeen taken: 
: sponge~ The counter ba·gs were hung en an 

; 

! 

: IV pole so thaI staff could '~isualize the number 11. As part of education, the Circulating 2/9/09 
: oi spof'ges in each bag, As with the count 

performeq prior to surgery, the count at the 

end of the procedure was verified by a second 

• OR scrub per SO!) who observed ,the counl 

i DOCUlnentaticn of· the CDunt. INBS entered into 

[hE: ::C!rnp·ut-ef by n-Ie CJrcu!attng Nurs-e 

: ThS'. scrub lechn~C!,an \ST) assl'gned to !he 

case W<>S rfllerv1\Nted on 21'\Ot09 at 1215 PM 

Th;?, S T reeaHed cO\.lr1trng \lie sponges 'al the 

tegir\n1ng and end of Patient A's surgery The 

ST sad ihat although he did not f'!1anua1ly 

separate the sponges as completely as. he 
should have, he was s,alisfied (hat the count 

· was. corr\=ct. 

·R.N 1. whc was assIgned as the Circu~ating 

; Nurse for thE caS-8 v-fas mtf.H'v·IB\¥·e-.d on 2/lD!09 

a1 j 230 PM RN 1 coniirmed Ihal &he had 

: been prese!1t ,ID HIe OR ,when til" sponge 

'coLin1 wasccncuct-ed at the staft of the 5urgery: 
and l13d written the number on the whl\e bnard 

',n the OR and had entered that the count was ' 

i completed prior to surgery. in the computer 

jNurses have been directed to complete all 
irequired documentation for all counts in the 
jperi-operative nursing notes. 

;2. Competency validation for documentation 2/9/09 
twill be documented in the Intra-operative 
!Count competency. 
j 

j
 

IMonitoring Process:
 
r. Completion of Education and Competency 517109 
:by 100% of as(>igned staff 
;. Direct observation of 30 random surgical 
Icases per month x 3 months 
:. Staff not incompliance with Intra-operative 
Icounts policy will receive re-education 
;including corrective action. 

,Responsible Party: 
'Director, SMH Surgical Services 
:Manager, SMH Surgical Services 

i, 
" 

EV6ni !D.45EN11 S34~53A.M 

nTLE 
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RN 2, who was assigned as the second scrLlb 

: for Patient A's surgery, was interviewed on 
, 3;4109 at 111 Q AM. RN 2 said that she had 

'observed the sr C.Dunting sponges a1 the start 

of the surgery. RN 2 said [he ST did no! 

, completely separate the spDngas when he 
u)lJnted them RN :: sam thai she did f1ct say 

anythlng to· the. 3T about the· Vdfty he wa-g 
cC-c,,,tmg the sponges bUi she leU that the 

: coun! was correct. RN 2' said thet outing H,€' 

: surge'ry. another packet or sponges was 

opened and she had counted those '"lith the 

. Circulating Nurse 

~>Jone crr the three (lR staff Dtesenl ai Patient' 

.A."s s:u(:~ery were able to accou'lt rOI ihe 

s;:,cng,-, lour:d in Patient A's pleur ai cavity after 

!r\-'e surgery on 1,'"2~uDg 

'Review of the IntraoperatN6 Report for the firsl i 

. surgery sr,oweO thai RNhad not completed 
the entry at (haend of the surgery for the 

sponge count The <lrea on the reportio 

confirm that the count was correcl was left 

bl<Jnk 

T')e f<Jollity pOlicy and procedure eniitied, 

"I:>tracoerative Counts" \Nlth a current ef1e,s!~v~ 

date (If O"l.!?}?, ~vas :'€\!l€:\¥"€d Accordin.g to ih.e 

pel?c)'. l~'e' "RN ClfCtdator \-vas respons,ibl.e for 

docvmenti;og the results of the ifltraoperahv~ 

:ounts on th.e penoperatlve nLifslng notes. The. 

i',urnber Of correct dosing counis. performed 
should be documented The pOliCY further read 

': thal eachitern counted by the scrub person 

.4/7l2009 B34:53AM 

TITLE 
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COMPlETE 
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Continlled From p.age 5 

'must be separated for visibtlily, I 
I 
! 

,Patient A was .admitted to. the facility 

i 

fOrcardf.:lc I 
;surgery on 1!2Si09. DUring the surgery, OR i 
Pi?rsonnel failed to account for ail thespDoges 1 
used during Ihe procedure OR personnel .did! 
not 

the 

perform 

poiity 

the sponge 

when tne 

count a'S 

sponges 

direCted 

were 

in.j 

nCt ! 
completely separaled. ler l~,e. initial count The: 

I
I 

.,I 

C;Twlating NUTse i3iled to dociJmenl that iha!. 
sconge count was correct ill the' end of ine i 
surgery.. ,A.S ·3 res,il! a surgical sponge was It!fr i 
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