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_?The following  reflects . the findings of the
!California  Departnient of Public 'Heallh during
 the investigation of an entily reported event.
: Evenl number: CADD176530
{Inspection doss noi represent the -findings of a
Hull inspection of the facility.
E Répresenimg the California Depariment of d
| Public Health: '
i {on February 2, 2009, Sharp Memorial
' Hospital (SMH) notified the California
: » ' Department of Public Heath (COPH) a.
'Health  and Safety Code  12801(c) For _i.potential adverse event involving a
ipurposes of ihis saction immediate jeopardy” : retglned_sponge byl begn de}ect'ed. i ¢
o S : . .+ April 8, 2009, a telephonic exit !
imeans - a situalien  In which  the  licensee's | o . {
- o : . : conference was conducted between :
inoncompliance with one ar more requirements i i
‘of lcensure has caused. or is likely lo cause
_ serious njury or death o the patient,
L e e { oo . one |
;'Tille 2270225¢c) . A registered  nurse - wilh defCIency based upon site VISItS (on :
jlraining: and  experiencs in  gperating .room | 2/10/09 and 3/10/09) completed by the |
{lechniques * shall be responsible for the . nursing '| ‘CDPH:Health Facilities Evaluator Nurse.
‘care  and nursing  management of operating ’ ' There was no Immediate. Jeopardy
“room service ) : : declared in thlS case. |
‘Based on inlerview and record rewiew, the ;
“facility failed to - ensure thal OR personnel f
“accounted for, all sponges used during Patient : _ S The Plan of Correction is intended to
{A's cardiac surgery brior to closufe at the end | . § service as this Organization's
;of the procédure As a result ths palient j compliance with Title XXIf regulation and |
‘retained 3 .sponge :in  the right» pletral cavity | + 1 should be deemed to be credible, f
‘mat hes o b remeved auing 5. ssednd| : - documentation evidencing correction of |
- ¢ the deficiencies cited on the form.2567. |
lsurglcal procedure i ’
. i i
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Continued From page 1 To assure the Director of Surgical
: Services is responsible for the nursing
: Findings: care and nursing-management of the !
: _ .operating room-the following steps have
Patient A, a BSyear old female, was admitted : 'been taken: '
o the facility on  1/29/09 for acrfic vaive (a: ,
ihearl  valve) replacement and a coronary 1. An Educatlon and monitoring program 2/9/09
;bypass gralt x 3 (repair of three heart vassels) . has been implemented for all Operating
per the Operative Reporl, dated 1/29/09 ' ;RO.Qm personnel involved in Intra-
i operative counts.
Acdording o the same repori, the patenl I
undernwent the surgical procedure . as ‘2 All employees involved in the care of 2/9/09
schaduled  Ths surgery began at 8128 AM. |the affected patient during the operative
v S i A . ;procedure on 1/29/09 have reviewed the
jand _me patient was -d'sc,harge\c rem e tevent with their supervisor and been
?Erperahnq rgom e ihe surg|cal intensive  care 4 oached/counseled on.the correct :
- SUEEICH) a3 02 ... per e same: reeong rocedure for Intra-operative counts and |
; : i required documentation. !
At 604P M, the licensed rnurse in the SICU! !
“documented  in the Nursing (mefdisc:piinary "To-assure that all sponges are accounted I
‘Mcte. thal  Patent A was, “not deing well! -for during operative procedure and to
‘hamodynamicaliy” {ihe pafient was not abls o assure compliance with Policy and )
sustain nher blood pressure; and an x-ray was R -Procedure # 46708 Intra-operative
“taken -of the patienis chest. The x-ray -showe “Counts the following actions have been
that Pausnt A nad  cardiac tampbnade and “taken:
2 reladed  sponge i the right  pleural | . ) ) ) ;
space.. Cardiac  tamponade = an :_1. Re- educ_atron qf all Surgical Sg:-rwces 2/9/09
‘emergency  situation - resulting  from  {he staff regarding policy and procedure #
pcresence of bicod in the double walled sac thal ;46708 was completed via in-service. .
coniaing . the © heaf causmg  compression on {2, An‘educatich module fitled “Inra- -
| e e | Operative Counts” was developed and |
: ) o ipiesented to all Surgical Services staff -
‘As a result. of the x-ray, Patiert A was o '
’ i;—mmgdiélely returned o the :QR fcr 3 secend : 3. An Intra- operatwe count competency 4120/09
i surgical - procedure o repair lhe t1amponade : o has been developed and will be
: and forremove the rziained surgical sponge : completed by 100% Suirgical Services’
: ' staff that pef'form surglcal count. !
3 s b
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' TITLE {X6) DATE

e

s8¢ ewerd; ,)rmnde sufficient proted an 1o ihe pauems que,,i fo: rursing homes Ine hn i
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Continued From page 2

The OR manager was interviewed on 2410/08
pat, 1030 AM. The GR manager expleined that
cprior to the sterd of surgery, the first scrub and
(e  second scrub  assigned  to the  case,
E;‘c.er?tirn'ue.d a  count of  all instruments  and | : _
.sponges o be used dunng ths surgery. The : ;
‘couni pumbes was then entered on e while | : x
Ebc-ard in the OR and the fact that the count | :
"had  been compieied., was entsred  inlo  the
;computé; oy the Circulating  Nurse  for  the

! surgery.

;When the surgical procedure was compl_éled, To assure OR personnel perform the sponge
ithe praclice al the facility was for three sponge count as directed by the policy and

‘counts to  be operformed  béfore  the patients completely separate the sponges the

‘shn was .closed, The counts were done by the following actions have been taken:

st and  second  scrub personns! and  entered | . i L
ints the compuler a2s done by the Circulatng 1. As part of education, Surgical Technicians ;  2/9/09

Nurse r T — whish  had have been directed to completely separate

fdocumenlation ct the actual number of |. ' Ethe, sponges during initial counts and gy

'subsequent counts when sponges are addéd ;

ito the sterile field. .

sporiges used during ihe suigery was (leapned
. al the and of the case '

2. As part of education, the Circulating i 2/9/09
‘Nurses have been directed to assure the
isponges are separated during all initial

counts and subsequent counts when sponges
are added to the sterile field.

The OR _manager sad that the radiopague
lsponges' b(sponges with a8 blue ‘thread running
ithrough them that could be identified by x-ray)
fused in Patient - A's surgery were packaged in
ibundles of 10wih. 4bundles to a packsl Each

lindividual bundle wes held’ together by "a paper . x3 Competency validation for sponge counts 4/20/09
(tape whith was broken by the scrub technician gfor the Surgical Technicians and the j
s when the  count  was  perdformed 3l fhe “Circulating Nurse will be documented in the
peginning of the surgery ; : : iintra-operative Count competency.
ne procedure for  cot 'mng the spanges  was
Hor the scrub lechnician to manually separate ; i
3 !
: : . . . L ] i H
ot IDASENTY. © 47772009 | 3:34:53AM ]
LABORATORY CIRECTOR'S OR PROIDER/SUPFLIER REPRESENTATIVE'S SIGNATURE , ' TTLE o . {X8) DATE

dpy wme'v-y statemant ending with sn asterisk {7) denmes 8 defmmcy which the instifufion mey be exeused from ccmthng providing it is determined

" that other sairguards provide sulficent prmec!mn to the pahef\ts -Except fornursmg homes fhe ﬁncfmgs above are disciosable 80 days 10:3cwmg the da(e
¢i gurvey whether or net a plas ofrol rechion is prcwdad For nursing homas, tae above. findings and plans of correction are dnsclosabla 14 :iays ro»!omnu
the gae these documanis ara mace B\:a?{ub'e 1o the lacility i deheiencies are citeéd. an appmved plan of cosrection is quuvsue e cc'nmued p. ogram
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- Continued From page 3
.gach sponge v & bundle eand count i,
‘observed by the second scrub, fo  ensure that
the count was comect i
SER end ¢ § Surgary : T n~,’;d§ . " ) } !
A WS oRd o e SigEsy, ea‘:h) sponge used To assure the circulating nurse documents
dunng  the  procedure  was  places i an the sponge count in the peri-operative
H#y e o et e C N ATE: counter ¢
cndividual - clear  pocket I a  sponge  counler inursing notes the following actions have .
‘Bag fach sponge  counter  bag held  ten | ibeen taken:
)sponge_s_ The counter bags were hung en &n ; :
{W pole so that sisff could visualize the number | 21 As part of education, the Circulating . 2/9/09
‘of sponges in sach bag. As wilh the count; INurses have been directed to complete all
_pecformsd  prior o surgery, the count &t the irequired documentation for all counts in the
‘end of the procedure was verified by a second | .tperi-operative nursing notes.
COR sorub person who o observed  the  counl. !
[Sgcumeniation  of the courmt was  entered  inlo | :2. Competency validation for documentation { -2/9/09
e computer by the Criculating Nurse vwnII be documented in the Intra- operatlve :
Count competency.
scrub  techmimian iST) assgned  to e
. g s { !
‘case  wes  mierviewed on 2MMDI0Sat 1215 PM S ! ¢
"The ST recatied countng the sponges 'at the ‘Monltormg Process: !
teginming and end of Pafient A's surgery  The ! ;Cg)gg)g/letl?n of EdUc;:attlofrf\ and Competency | 5/7/09
.ST said that althcugh he did noat msnually y' 00 a-s\Slg,ne' sta .
. , ' iy . i :» Direct observation of 30 random surgical |
separate the sponges as completely  as he i
. oy o cases per month x 3 months i
should  have, he was satisfied that “the ceunt j
i orrecl : ‘s Staff not in- compliance with Intra-operative i
R R ;COUF\[S policy will receive re-education ;
: : ) - ) , ‘including corrective action. !
RN 1, whe was assigned  as the Circulating X _ 4 ;
CiNursg for the case wes mlarsewed on 201009 ;
ca 1230 P M RM - lconirmad  that she  had, ;
‘been presemt i ihe OR  when  the sponge -E-Responsible Party:
‘ozunt was conducted &t the stad of the surgery | . Director, SMH Surgical Services
and had written the number on the white board ! ‘Manager, SMH Surgical Services
in the OR and had entered that the count was | ’ ‘
fcompleted prior to surgecy, in the computer. . '
Event ID45ENT1 2006 8 34 53AM
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Continued From pane ¢

(RN 2, who was assigned as the selond serdb
for  Patient  A's  surgery, was interviewed on
13/4/09 8t 1110AM. RN 2sad that she had
lobserved the ST counting spenges af the stant
of the surgery. RN 2said the ST did oot
_complelely  separate the sponges when be
counted them. RN 2sa3id ihal spbe did pot say
saything @ the. §T about the way bs was
' " the sponges but she  felt that  the ; !
count was cofrect. RN Zsaid thet during the
f-surge’ry_ ' another  pscket  of spangss  was ;
‘gpened  and she had counted these with the
Circulating Nurse

Thisne of the thres OR steff oressnt at  Patient
AS surgery  wars sble 1o account for the !
?:Cﬁg : Tou ."ci irs Patéem A's plewral cavity after

‘Review of the Intracperabve Repord for the first ),
osurgery showsd  that RN fhad not  completed x 7
ithe entty at ihe .end of the surgery for the ‘ ;
'sponge count. Thz amea on  the report o |
confirm that ths counl was carrect was lefl
blank ' '
Trne facility  policy and  procedure  enlitied,
"iﬂiraooeraﬁve Counis™  with  za  current af‘ieez%\.{e
date of 0147, was reviewsd Acco eding to the
policy. e RN Circulator  was responsible fo:;
documenting  the resulfs  of the intraoperative |
“coumnts on the permperalve  nursing  noles. The !
number  ¢f comeql  closing  counts  performed :
should be documenled The policy further read ‘ .
‘el each-item codntad by the scrub person f,
Ever D ASENTY © o a7eo0g 8:34:53AM
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%Continued From p.a'ge 5

g'must be separated for visibility,
(Patent A was admitted to the faciity Yor cardiae
fsurgery on 129108, During the surgery, OR
ersonnel failed to =zccouni for zil the sponges

‘used  during the procedure. OR personne! .did- |

inot perform the spenge count as directed in.

the  polity  when ihe  sponges  were Aot
completely s ;,.Efaif:d for ihe . inigai count The
szuiaﬁng hurse  falled to  document thal the
sponge count was correct al  the e«‘yd of {

surgery. As a3 resull. @ surgical sponge was ieft
in Patient  A's  pieural cavity that required
remaval during 2 second surgical procedure.
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