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I The following r<Jnocts the findings or I he Department 
J of Pub II~ Haallh during an inspection vis~t: 

:complaint Intake Number: 
CA00244476 • Substantiated 

:Representing the Deportment or PubliC Hoalth: 
! Surveyor 1011 25962, HFEN 
' 

1 Tho ln:;poctiM wos llmltod to the speclfic fllr:illty 
! event invostlgoted and dOC$ noc represent the 
; findings ol <1 lull inspecllon of the f<Jelllty. 

: Hoalcl1 and SaCety Code Seccion ,280. 1(~): For 
purpo--..cs or this :s~ion ''lmmedioto jeopatdy'' 

i means D situation in which the licon$ce's 

l
: .noncompliiln~ with ono or more requirements of 
licensure has CilUSod, or Is likoly to eauso. soriou:o 
injury or death to the p~;~tionl. 

' 

I 
! 
i 
I 

: 

: Ponolty number: 1111 0008500 j 

I E 347 T22 OtVS CH1 ART3 • 70223(b) (2) St.~rglcal
1 

: SeNices General Requirement 

; (bl A eommittae or tho medict~l sloff shall be I 
\ ~ss,gnod responsibility rCII': 
: (2) Development. moinlenanco and implcmontillion . 
! of written policies and procedure$ in consullntion ! 

:with other nppropriato health professionals <and 
' administration Policies shall be :~pproved by the 
governing l>ody. Procedures shall b~ approved by 
the administrntlon llnd medical staff where such is 

; approprioto. 
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I'IIOVIDCR·s PI/I" OF CORR~CTION 
tr:AC:H CORRtCTIVa 1\CliON ~HOULO II[ CI\O~;s. 

RtFeii~N~ro till to~ Af'f'HOf'I\11\Te Dl':FICIEI'lC'tl 

lmmodlato Action: 
i 

: eased on observatlon. interview and record review, I 
the facility ra·lled to pro~rly develop, mainlain. Md 
implement a surgical count pclicy !hal ensured au ~ 
items on the $Urglcal licld were counted. This : 

. violation caused or is likely to cause serious Injury ; 

The surgical team, including all 
licensed staff, technicians, and 
surgeons involved in the surgery. 
reviewed the newly revised policy 
"Counts: Sponge, Sharp, 
Miscellaneous Small Items/Devices 
and lnsttuments• (09/03/2010). The 
policy had recently been broadened 
in scope to include all items with a 
potential of becoming 'retained 
foreign objects' in the count process. 
and was In process of implementation 

9129/10 

:or acath to ::1 pallc:nt. On . 0. surgery w3s i 
·performed and a piece of gauze was retoincd in tile i 
. patlonl which re:sulted in an infection of tho surgicnl I 
!wound. I 

I Findings: : 

: Ourtng an Interview on 1015110 at 2:25p.m., 
: Administrative St;~ff A stated ll$ sho reviewed 

Iii'~ ,., ..,..,,.,, .. -. ~ .. '""" 1 "" roscoi'Jic surgery (minimally invasive procedure 
\1$0 or lighted ~ope and vidoo camera) on 

010 tor gallbla<lder and kidney surgery. 
j Adminlslrative Starr A stated that on - 10. during · 
: ::1 po~t-operatlve apl)ointment, Physician B found 
that ~atlcnt 1':; epigastric (upper obdomlnill) 

· Incision :~rea was slightly firm with shiny. wnxy" skin 
i which appeared to be a superliciol slitch infection. 
I 

! Review or Patton! 1'1l physician ptogrcss notes, , 
: d;lled - 10, on 10!5!10 at 2:55pm., lnd1caled i 
· lhlll !he eJ)igastrlc 1nCi:,ion was opened by the I 
· Physicion B 9nd copiou$ purulent moterial como ,. 
oul of the wound. Phys1cian B probod tl1o wound 
and documented ll'lllt a "relained FB"(foreign body) 
of 3.4 inches of Iodoform (Iodine· antiseptic I 
i imprognalod) g01uze packing wa:~ removed from the 1 

:wound and sent to p;~thology for gross examination. , 

. On 10/5110 at 3 p.m., during D re11lew of supplie5 
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i at the time of the discovery of lhe 
I retained foreign object. The surgical 

team concluded that the newly 
revised policy addressed the count 
process successfully and, if it had 
been in place at the time of the 
paUent's surgery, this incident would 
not have occ;urred. 

I The revised policy will be going for 
final review and approval by the 
Medical Executive Committee. 
Responsibility: 

: PeriOperatlve Services Oirector 
, Director Risk Management 
' Assistant Physician-in·Chlet Surgical 
' Services 

I 
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: Contlnuod From p~ago :1! 

i u"d lor the ~;urgical procedure llsled on tho i 
\ "Surgl~l Encounter" electronic roeord dated : 
!.10, Administrative Staff C st:lled thot there was , 
! no Iodoform gauze on tho list of supplies Charged, : 
: &nd Administratlva Staff C 31$0 tiiOlcd thai It would ! 
not have been on their count sheet if the item wos ,. 
used on the StJrlace not instdo tho body. 

1 
During 11n interview on 10/5110 at 3:40 p.m .• 

1
· 

Lic:on~od Stalf D stated that thtl surgery performed , 
on -010 required tt\roe set-ups (3 separiltO i 
sterile instrument !lnd supply table set-ups) and the ' 
patient was pcsitionod t~nd draped three diltoror~t ; 
umos wltn ~veral doctors doing surgery. UeanoOd i 
Statl 0 stuted that stle did not romomber opening 1 

. gGI.IZO for ~ny of th~ procaduros, and tho ski, w:~s 
: cloar and wilhout lnloetlon bofore they started. 

! During an intorvlow on 1015110 on 4:05p.m., 
l Technician E stated that he assistOd the physician 
i by holding the ~;<~mor;;~ during the proc:odure and did . 
no! rememb&r that there was any "Iodoform" gouz:e : 
thO\t wos used. Tecnnic:ian E stated that during past ; 
surgorios. l'le hnd seen Xeroform (petrolatum b11acd i 

l o;~uzo dre$Sing) that was l.lfled around tho largo . 
i surgical port at the base of the skin to help l<oep air : 
! from esc:~plng. whon tho obdomen was inn;~tod to j 

: onow scope visualization or tho abdominal cavity I 
Technician e stnted tne gou~o that Is used arounc1 
lho trocars (surgical instrument<JtJon I.ISOct ror 

: ~apnroscopic l)rocadl.lro:o;> had nor been a Part or tho I 
eo\JI'II Defore: however. :~t:~te<l that any Item that ! 
was usod on the surgical procedure should na~ i 

I 

! been eounted. 

PROVIDfR'Il NAN OP CO~II~CTION 
I~IICtt CORRECTIVE ACTION :SHOUlD [Iii Co10gs, 
RerCRUN';~o 10 HiE o\f'PROI'RII\1E Of;PtCitNCYJ 

I 
lmmediato Ac:tlon Continued: 

, All staff from the operative area, were 
; made aware of the incident and 
: trained regarding the recent policy 

revision expectations that, as a rule, 
non-radiopaque dressing materials 

: should be w~t'lheld from the field until 
the wound is closed or the case is 
completed. If required in a case, 
lhese items are to be called out, 
noted on the white bOard and 
included in the count process. 
Training was provided to the majority 
of the operative staff via hudc!let> at 
change of shift The remaining 

· operative staff received face-to-face 
1 inservic~s regarding the incident and 
i, recently approved changes to the 

'Counts: Sponge, Sharp, 
Miscellaneous Small Items/Devices 
and Instruments" (09f03/2010) policy. 
Responsl.bllity: 
PeriOperative Services Director 
Manager PeriOperative Services 
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Contlnuctd From pago 3 

During an Interview on 10/5/10 111 4::20 p m., 
Administrative Staff F stated lht~t they iuS! had 

i revised their surgical count policy on 913/10 and : 
: they were ~till in·sorv1clng staff and ph~sfclans on ! 
· the new policy. Administrallve Staff F stated lhat ~· 
; not all the stall had read tho new policy yet. 

On 10/S/10 at 4:25p.m., during an interview, 1 

L.lcensed Staff G stated thot thl? olct count policy ! 
wD:; 11ot as detailed. in tl!at it lndicoted to c:ount : 

: ~:pong~. noodles and sharp~ and when to count. 
: but ~ ~$ not &peeifie :Jbollt other items thot 
• should be counted. 

j During an interview on 1016/10 at 10:50 a.m .. 

I 
Licensed Stall H stated that although she did not . 
remember ~ny XorofoiTTl or lodo!otm typo gauze : 
tl'lnt w;t5 used on thl:l surgic:ol procedure. Ll~n$od ! 

; Smff H statod that It hod not boon tho pmctico to j 
, count gauze !hot was put around tho trocar m the 
; past. 

I
, Review of the pathology report on 10/6110 ~~ 11 
a.m., with ;:~ rosutt date ol-10, Indicated that a . 

, 17 x 2-ern (centimeter) gau::c like mat~riol was ~ 
/ idontifl()d. The report indic;Jtod th~t a foreign body ; 

! was removed from the opigastric lnci!!Jon site. r 

i During an Interview and obse1Vation, on 1016/10 at i 
: 11 :OS a.m., Licensed Stall G staled that tho I 
: pathologist's description was roRectlve of the size of ' 
"Xeroform" gauze whiCh w;~:; u:;od In the operating 
room and presented a sterile p~~<:kagr, of 1 Inch by 
8 inch (2.5 em x 20.3 em) ·xeroform" petrolatum 

: g11u2:e dre:;sing. 

EveniiD.RFUY11 

L-'OOFIATORV OIREC10R'$ OR PROYIOEFIISUPP~tt~ FIE PRESENTATIVE'S $JGNATUR!l 

I'IIOVID~rfli I'IJ\N Of CORR~f;TI()N 
'f,ll(:ll CORIICCTIIIC ACTION SICOVI.O n~ C~OSS. 
lltff~~NCf.O TO 111~ APPI\OP"IAT~ OC~ICI~NCVJ 

I 
S¥.StQmic Action: 

: 
The policy, "Counts: Sponge. Sharp. 
Miscellaneous Small Items/Devices 
ana Instruments" (09/03/2010), was 
revised to decrease the potenti"l for 
·retained foreign objects'. 
Rosponslbility: 
PeriOperative Services Director 
Manager PeriOperative Services 

The annual performance evaluation 
and competency validation process 
for licensed staff and technicians has 
been expanded by the Perioperatlve 

1 Services to include the policy 

1

: ·counts: Sponge, Snarp, 
Miscellaneous Small Items/Devices 

.. and Instruments" (09/03/2010). lhis 
rncludes focus on staff understanding 

i that 

I Only x-ray detectable materials 
i are used in surgical wounds or in 

the body 
Non-radiopaque gauze dressing 
materials are withheld from the 
field until the wound is closed or 
the case Is completed 
an item that is tucked or packed 
into tne wound. is verbally 
announced and written on the 
count board: as items are 
removed from the wound, they 
are crossed off of the •tucked or 
packed" Items count. 
The RN circulator and the scrub 
person Include mise items in the 
count process 

Any doi~C~oncy lllltamQnl 011111"11 Yrllh 1111 0~1011)~ ('t dane.toa o doiii:IQ~ l>f!k;/1 1110 kniiMion nl~y co oocu•ltd lram ~orroctiiiO provi<ling 11 ia dolounl""~ 
tnat a111ar tDiogtJ.IIr<la prii'Mo ,.,m;ronl prolOCUOriiO mv jllll>Onlt. Exoopt 101 nut5••a nomos, 1110 1111111ng~ allova or., tiiJCiasoi)IO 110 Jlllys 1011owrno 1110 data 
of survov WMthor or 1101 11 ~Jan or eotroctiOII.s provldad For nu~ hom<JI, 1110 o!loolo foll~iflOt and pion a ot CCfTCCiian oro di"IOMblo 14 dnva following 
thv dolo tnoao documonts lliO '"'ldo ll\I~IIOO!e 10 lhe ra,ilily. II danclancroa aro ~~~o~. an opprovad plan of corroc11on '' loq~ISIIO ro e¢nlinuad program 
p;ar11Crp•U~m. 
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• Contlnuod From p:.go 4 

During a tolophonc intci'Viow. on 10115110 al 2:30 
p.m .• Physic:illn I stated \Nit ho clld not 1'011\ember If 
gauze wa9 pu1 3round trcx:ars lo provent le3kS 

, during the surgery, which 
:I some~tlmes was the practice. Phys1cion t ;t;;~tod 1 
that 1\e didn't thlt"'l< Ulo go~o~:e was put in Ule wcu~ l I afterward in the phy51Cian's office. Pllysleinn I ! 

1 stated tn::u it hao to heave b;een put in auring lila : 
! surgery. , 

' 

i I • S¥$tomis Action Continued: 

1

: This competency evaluation was 
implemented tor initial competency 
for new staff in November 2010. 

1 Inclusion of this competency for 
existing staff was initiated in 2011 
and will be part of the annual process 
in 2012 . 

: Responsibility: 
Adult Services Director 

: Manager Peri Operative Services 
: During o tetephono intorviow on 10/15/10 at 3:33 : 
; p.m., PhysiCian B stotod thtlt ne did not remombor : 
::~ny Iodoform or Xeroform gauze used that coul4 ' 
have been on tile surgical fte!d, ana did not use tho 
gau:e for wound packing for the surgery . 
Physician 9 $l:;)leci thot about 3 monlhi!l l;ltor, 
during an office viSit. he notl~d that Patient 1 's 1 
obdomh'l<ll Incision area wos :~hiny, and tho skin j 
loollod 1\l(e it was going to bre:~k down. Physician B i 

1 Ongoing roous on the count process Ongoing 
is occurring at monthly Operating 

I :staled tnot l1fJ thought it was a re;~c;tion to the ! 
· :;titcho:; and oponCd lho incision :.nd drained out o ! 
1 
fair amount of pus. probed the wound and pullod out ! 

: gauze whlen M stated was a foreign bedy. 

· During a telephone interview on ,0/18110 at 11 1 

a.m .. Patient 1 stated that after tho fifth wook ol\or! 
: surl)llty, she felt a pain in he( abdomon and during ! 
·an ofli~ visit, Physician B thought 31'1 in~$iOn on i 
: her abdomen was infected by a stitch underneath ; 
: lhe skin and Patient 1 slated th3t the physician i 
~ opened up the incision and pulled 3 long strip or : 
i gauze out of her ~bdomlnol orea. Patient 1 stated : 
; that 111c doctor saic1 somoonG loll it lr. lll'\d did not . 
: knew how it happened. ; 

~vontiO; RF'VY11 81Z6/Z01 1 

LABORATORY DIRECTOR'S OR ~ROVICE:RISUPPLIER REMESI!NfATJve·s SIGNA'l'UR!l 

' Room Staff meetings. 
i Responsibility: 

Interim Director Perioperative 
Services 
Manager PeriOperative Services 

A~y Cloi1Ciency tlllto~·nl orwMg Wll~ M attontk (') dvnotvs a 1/ef~Cl.IICY whloh th'l i nt~lut""' mny oc. axc:~~IOCI ltQm eotra(lll~O PICVid•IIO tt•• dOtCtmil1oa 
that olhor salog1011raa provi~e tumei~t~~l pr~aciiiUI to tho plltle"l, l!a.:OPI lOt n~,_ing l!otl'lca, lhc finding• Dllow ard cllsciOJDbill 00 a"~' rouow,,a rno csoto 

.olaurvoy wnothllr or no1 a pion Ill eo"~" I~ plov;OI><I. ,:01 n~no ~ •• 1110 ~lloYO fl!ICIIO!ID ond plil~r.~ ol correction oro dliscloecnJo 1t1 CIO~ rollow'"g 
tna dGIO 111oiO dDCUmonla OfQ modo OVMabie IO !lw) lllt;lii!V. II <IOneJOI11:10~ :110 Cllod, Dll Opj!IO\'OCI QIOII 01 C0trOe110n 11 AIQUIIIIO IO contlnUOd p10QI.:IJII 
1111rlic1Daticn. 
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During o telephone onlarview 01'1 10/21/10 \II 1.55 
p.m., Pny:;ieian J slated that she saw Paliont 1 
abOut tnree woeks after the surgery and stated at 
\hat ume \hilt there were no PIOblems with ner I 

j abdominal incisions. Physician J stated that she ! 
i diCI not place any g~u:e in nor wound:s and that tllo ! 
i gauz.e mus\ have been lefl In at the time of tho \ 
i surg~ry. : 

I On 3122111 at 2:1 o p.m.. n review of tne hcspltal'' i 
re11ised surgical c:ounl policy, titled •eount~: : 

l Sponge, Sharp, Miscellaneous Sma II. 
i ltem&!Oev!ces And Instrument" otfectivo 918110,! 
! indicated that only ·•x-ray" dotoctable materialS ; 
: Should be used in surgical wou11ds or bOdy ~vlties ! 
: and non- rodiopaQue (no11-x-roy dotoctablo) gauzo ) 
; dressing, should bo wilhhof(l f(O(II ll'le surgic:at field i 
· u11lil the wound i:s c;Jo:;Od or \he case is c:omplolod. l 
Tho policy indicated that tho purpose cf the policy ! 
was to ensure lhat U'1e p:nient w:~s not harmed 119 d I 
result of ro\ainod foroign body. 

On 7f7111, rc:viow ot tho Association of Opcroting 
Room Nurses 2011 odltion ol Perioperl!Uve 

· Standards and Roc:ommonded Practices, 
"Recommended Praeti~es for Prevention of 
Retained Suraical Items" Indicated under 1 
Recommendnlion 1, thai ror.ainod surgical Items 1 

ore preventat>le events that eal'1 bo reduce<! by i 
· implemMtlng multidi:;c:iplinary sy:nr:m Md team ' 
intorventioniJ and that ostabtlsl',lng a systom that 

· account$ 101' all surgie<~l ltoms opened and used 
i during ll procedure constitute$ a primary and 
: proactlve Injury-prevention strat119y, AI! items 

10 
Nlf.fiX 

ThC 

rROVIDC:.R 5 PLAN OF CORRECTION 
I~IICH COilllECTIVE ACTION :>ttOUI.C\ Ur r,llOS!I · 

"EF[IlCNCmTO Ht[ A~I•J.CI'J~HIM~ tliir.!CI['IICV) 

I
. Monitoring; 

Ongoing monitoring activities in the 

I 
OR include: 

1) Direct validation by 
• observation that staff are 
I following the surgical counts 

I 
policy 

, 2) White board audits that 

I
, documentation of count 

process is accurate and 
complete. which included 

~ tucked and misc. items 

Immediate feedback to individU3IS is 
provided and monitoring r~sults are 

· shared at Operating Room Staff 
meetings. 
Continued monitoring of a minimum 
of ten random casH per month will 

, occur. 
1 Results from monitoring activities are 

reviewed and actions are taken as 
! necessary by the Surgical Safety 
: Committee. and the Quality Council 
i that reports to the Medical Executive 
j Committee. 

Monitoring Will be completed after 
determinatiOn by the Quality Council 
tf'lat a sustJine<i acceptable threshold 
of performance has been reached. 
RO$ponsibility: 
Interim Director Perioperative 

I Services 
: Manager PeriOperative Services 

l 
i 
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thAI Olhltl a•logllllrda provldo lulltelanl protocloOn to lllc PAl IV" IS. e-~PI lOt llur~IIO homoa, lho llndinga abovo are d,.dOsabiO DO dDy, fOllOWing Inc aoto 
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$UMMI\IIY STATr.r.lt!NT 04-' PtFIC:I~NCI~S 
tti.Cttll~FICIFNCY MlltlT 8£ PR(CE(DEO DY 1'\JLL 
RE<MAtORY OR LSC IDENTIFVINC INFORMATION! 

i Contlnuod From pmoo 6 ' 

! nrJodcd to bo accounted for at lhe end or n , 
j pi'Qcedurc :~o ti'l~t <~II IC<lm mombors can be sure 

I 
tMt ::t ~;urgical it~ i:o not loll In tho patient. : 
lnfomunicn under Roeommonclation 2, indicated . 

! !hat all sore goods used in surgical wCKlnd :;houiCI ; 
! be rudiopoque and easily differenti<Jtcd rrom ! 
I non·radiopoquo sott goods (e.g. spong~. lowols). ; 

I 
Non-radiopaque g11uzo dressing m:~leri~ls ~hould ; 
be withheld from tho field until the f1n:ll count w01s ; 
conductea. : 

' . 

'! Tl'lo facilily f.'liled to develop, m:sintt11n and ; 
implement a ~rgie&l count policy that reQuired all : 

; item' usod Ol'l the surgical field to bo counted wnen : 
; a surgery was performed, This violation caused. or ! 

1
: is likely to ~use, serious injury or deeth lo the i 
, paticnc. and tMrororo constitutes an lmmodloto i 
i jeopardy wltnln tho meaning of Health 01nd Solely · 
i Code section 1280.1. 
: : 
This facility failed to prevent the defic:illncy(les) 3!1 !' 
described abovo 111<~1 caused, or ir. likely to e11use, 
serious Injury or death 10 1110 patlenl, tll'ld theroforo 
constitutes on Immediate jeopardy within the 

: mo~ning of Health and S;~foly Code Section 
1280.1(¢). 
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LAilOMTORY OIReCfOR'S OR PROVIDERISUPPLIER REP~SSENTATIVE'S SIGNATURE TinE tXOI DATI; 

A~v C1o(!Cl4ncy Jlaiomonl llftdlng Wtlh an .,le~'k (") Clonotot a ctofu:ioncy ...,ICIIIho '"'lltullon mor a a o•cueo<l lrom corroe~i"O pro....,1no o( IJ uotorm•na<l 
11\41 Oll'tor ~IGGwfii'Cia provi~o cutficonr protocll<lll ~ lllo pabOnl•. E•cccr !Or PllfllfiQ llamos, IM lilldiiiQJ •I:IOvo oro dl><:lo•oblo OD rtav• rollew•IIO 1~0 dnlo 
01 "'"''Y whotMr or net a plan or carroc:lion lo ptavl&ld. Fer ~willing hOmOs. tho nlxlvo nnc11ng1 Ana plans or CQrtll(llCn nro rtr.~cloSAble 14 dar~ fOIIOWinO 
lfto Clole 111010 <IOCurl'elllt oro modo ovoiiObfo 1o tho lat~lltv II Clcnc!OnCIOS oro cnad, on opptovO<I Plllll of corroCliO!Ii; roquioilo 10 conllnuod P'OCt<~m 
O~rl~ll)llhOn. 
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