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The fonowlng reflec:15 I~e IIndlngs o( the Department 
of Public Health during ail IlISpection visil:. 

Complaint Intake Number; 
CAOO2.69651 - Subslantiatsd 

Repre5lmting the O!lpar1n\ent of Public Health: 
Surveyor ID:# 13034, HFE:N . 

The inspection was limited to til", specific facllity 
I!VElnt lnV'BStlgated anc1 does not represent the 
findings of a fun Inspection of the (acility. 

Health and Safely Code Section 1260.1(c); 
purposes of this section. "immediate Jeopardy" 
means a slluation- In which the lI~nsel!l's 

noncompliance. with on9 or more requirements of 
IlcenslIra has caused, Dr Is likely .to caUSB, seriou& 
injury or dealb to the patienl 

DEFICIENCY CONSTITUllNG IMMt:DIATE \" ~ 

JEOPAR/?Y: 1:22. DIV CH1-7023(b)(2) SURGICAL '~'<::: .' 
SERVICE GENERAL REQUrREMENfS 

(b) A committee of the medical staff snarr 
assigned responsibility for. 

(2) Qeve[opmenl, maintenance and implementation 
of Written polIcies and proceclurea in consultzltion 
with oUler appropriate heaUh professionals and 

. adminio.tration. Policies shaD be apP(oved . by the 
governing body. Procedures sball be approVed by 
the admilllslrlltioll and medical staff where such is 
appropJiate. 

Simi Va ley HO$~ttaI18 comml 
providing quality care. Preparation 
and/or Implementation of thIs plan 
correctlon dOH not constitute 
admls$lons or .greement by the 
provider of the truth of the facts aU 
or conclusions set forth in the state ent 
or deficiencies. The plan of correctl n Is 
prepared and/or .x8cu~d solely 
because It Is roqulred by law. 

The followIng actions andlor changes t"I ve 
been inlliated In response to ev",nts cite (or 
Patient A, and appUes to all CUllent and 
palients admitted to the facility regardin 

ocess to ensure accurate surgical 
Instrument counts during surgiCal proce ures. 

Sponge. Sharps, and Instrument hand!' 9 
policy and processes were reviewed, 
evaluated, ~l1d revi500 as.foUows: 

Ex~t;ng policy ·Care of Surgicallnstru ents' 
was amended and approved to Include ho 
Identification of missIng surgical tostru ents 
during the sterlle processing tray reass mblY 
period, with notification of the OR cha ge 
nurse of the discrepancy. 
Startle Processing staff were educated 
ponoy and department's process chan 
the Sierile Processing Supervisor_ The leril.e 
Processing Supervi$or or lead sterile 
processing technIcian will audit 100% f all 
reassembled surgical tra)'s for bolh ml sing . 
Ins1rumenls and f19tiflCation of the Sur ery 
charge nurse for cases where 8h Ins11 menl 
cannot be iocated, Audits will be GOnd cled 
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Based on staff interview, clinical record and facility 
policy and procedure review, the facility failed to 
implement its policy and procedures to ' ensure that 
sponges used during surgical procedures are 
accurately accounted for. Patient A had abdominal 
surgery on _11 performed by Surgeon 1 and 
Surgeon 2. During the surgery a small bowel mass 
measuring 4-5 cm (centimeters) in size was 
discovered . An intraoperative consult with a 
Surgeon 3 recommended that Patient A return at a 
later date for surgical removal of the bowel mass. 

Patient A returned on . '1 for removal of the 
small bowel mass. Following the resection of the 
mass and a portion of the small bowel that the 
mass was attached to, the specimen was sent to 
pathology. According to the pathology report the 
"subserDsal (below a serous membrane) nodule 
(mass) is seen to contain white gauzy material with 
occasional broad light blue fibers. The tissue 
associated with the gauze is soft yellow and 
partially liquefied. The 'gauze is fully encapsulated 
(the process of the formation of a capsule or a 
sheath around a structure) and confined to 
subserosal tissue only without involvement of bowel 
wall." 

Investigation. including interview with the patient and 
medical history review revealed Patient A did nol 
have any abdominal surgeries prior to the procedure 
in 2011 when the mass was discovered, 
However, records indicated that in ~2007 
Patient A had a vaginal hysterectomy ~ . 
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daily until 100% compliance is aChieved f~r 
six consecutive months followed by mont ~Iy 
audits of 50 random cases for 6 six mont s 
with a goal of 100%. compliance. Results to 
be reported monthly to the Interdiscipllna IY 
Patient Care Committee (quality assessn ent 
performance improvement committee) w ich 
reports up to Quality Council, Medical 
Executive Committee, and the Governin~ 
Board. All cases that fallout will be 
investigated by the Sterile Processing 
manager for investigation, process revie ~, 
corrective actions and remedial 1: 1 staff 
education as appropri.ate, in order to pre ent 
future occurrence" 

, 06/301 3 

All Operating Room staff were educated pn 
the policy changes by the Director of Su gery. 12J1~ 1 
The Director of Surgery or Surgery Char ~e 
nurse will audit 100% of all surgical caSE s that 
require instrument trays for the presenCE of 
an inventory count sheet and for 
discrepancies in the documented Invent ~ry 
count versus the number of instruments in the 
actual tray. Any fallouts will be immedia ~Iy 
reported to the Sterile Processing Mana~er 06/3 113 . 
for investigation and corrective action, P IJdits 
will be conducted daily until 1 00% com~ iance 
is achieved for six consecutive months 
followed by monthly audits of 50 randall 
cases for 6 six months with a goal of 10P% 
compliance. Results to be reported mqr thly to 
the Interdisciplinary Patient Care Comrr ittee 
(quality assessment performance 
improvement committee) which reports up to 
Quality Council, Medical Executive 
Committee, and the Governing Board. 
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(removal of the uterus through vagina) performed at 
the facility by Surgeon 1 and Surgeon 2. A review of 
the intraoperative report of this surgery (dated 

07) revealed that the type of the retained 
gauze! sponge removed on _ 11 was the same 
type of surgical sponge that had been used during 
the patient's. _ 2007 ~7) surgical 
procedure. The retained sponge/gauze could have 
potentially created a situation causing infection, 
pain, and . bowel o~struction. The facility's failure to 
ensure the sponge count was correct, and that no 
sponge was retained in Patient A following the 
surgery on _ 01, created a situation that was 
likely to cause serious injury or death to the 
patient 

Findings: 

Clinical record review on 11/23/11 beginning at 
10:30 a.m. revealed that Patient A was admitted on 
_ 11 for abdomimil surgery performed by 
Surgeon 1 and 2 the same day. Per the 
intraoperative report, during the surgery a small 
bowel mass, approximately 4-5 cm in size was 
identified, located in the ileum (portion of the small 
bowel). An intraoperative consult report completed 
by Surgeon 3 recommended that Patient A return 
at a later time for removal of the identified bowel 
mass, to decrease the potential for possible 
complications to the patient. 

Patient A returned to the facility on . 11 for an 
abdominal laparotomy (opening of the abdominal 
wall) and bowel resection by Surgeon 3. The "firm 
mass" and a portion of the "small bowel" to which 

Event IO:OYY611 5/24/2012 

New facility policy ·Prevention of Retaine~ 
Surgical Items # B01163" created and 
approved as a companion policy 10 the 
eXisting corporate policy for Sponge, Sh rps, 
and Instruments. Companion policy: 

10:11:34AM 

1. Further defines countable items 
2. Establishes a process for surglca 

instrument tracking to include 
amendment of existing tray fOITt\s. 
Each surgical tray form change~ to 
include the name of the staff w 0 

prepared the tray, the staff who u~ed 
and counted the instruments in that 
tray, and an inventory of Ilems. 
Multiple trays of the same type ~re 
numbered in order to identify .... hich 
tray was used, 

3. Reinforces that all counls are 
performed in the same sequen e for 
consistency 

4. Reinforces that each count and ount 
type. will be documented in the 
medical record 

5. Establishes criteria for a confirm~tion 
X-ray to be taken and read in 11e OR 
for open body cavity cases wh 9re 
the depth of the procedure cOlld 
result in the loss of an instrum nt. 

All Operating Room staff were edu ~ted 
to the new policy and processes b the 
Director of Surgery. All nursing an( O.R. 
scrub technician staff receive an a nual 
performance (competency) check lor 
sponge, sharps, and instrument c< ~nts . 
These employees were retrained I nd 
partiCipated in an interactive, handl>-on 
count demonstration by the Direct r of 
Surgery. 

11/15 11' 

12/1 11 1 
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the mass was attached was removed. The 
specimen was sent to pathology. 

The surgical pathology report stated in part " ... the 
subserosal nodule" (mass) "is seen to contain 
white gauzy material with occasional broad light 
blue fibers. The tissue associated with the gauze is 
soft yellOW and partially liquefied. The gauze is fully 
encapsulated and confined to subserosal tissue 
only without involvement of bowel wall, mucosa .or 
lumen." In a physiCian's progress record dated 

1, at 1 p.m. Surgeon 3 documented, 
nt's specimen was reviewed with the 

pathologist this moming. Patient's specimen 
revealed 4 -1< 4 surgical gauze encapsulated via 
fibrotic tissue. I informed and discussed with 
patient and her husband about the finding this 
morning. They fully understood." 

Investigation inclUding interview with the patient, 
examination and medical record review, revealed 
Patient A did not have any abdominal surgery prior 
to the surgical procedure in 2.011 (_ 11), 
when the mass Was. discovered. However, records 
indicated that in _ 2007 ~07) Patient 
A did have surgical procedure (s) at the facility 
performed by Surgeon 1 and Surgeon 2. 

A review of the nurses' operating room record dated 
~7 revealed Patient A entered the OR at 
7:32 a.m. and left at 11:35 a.m: Surgeon 1 was the 
primary surgeon and Surgeon 2 was the assistant. 
The surgical procedure(s) performed included a 
total vaginal hysterectomy. According to the 
documentation on the operative record all sponge, 

Event ID:OYY611 5/24/2012 

PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE 

10:11:34AM 

All new Operating Room employees ~ill 
receive this training during clinical 
orientation on sponge, sharps and 
instruments count facility policies an be 
evaluated and validated for ...... " 't''''''' ", .. y 
through direct observation by their 
assigned surgery preceptor before IJ ley 
are released to work without super .,v" 

InteNentional & Operative wlllIT'ilte 12106/1 
physicians reviewed and i::Iv.·nuv",u 

Prevention of Retained Surgicallten IS 

801163 policy and were 
educated to the event. 

Written education created by the UI rector 01/1 1112. 
of Surgery titled ·Preventing 
Retained Surgical Items' was 
distributed via U.S. mail to surgeon: who 
hold privileges at the facility , 

System wide corporate policy AD-1400i-S. 
facility # B01135 ·Sponge Sharps, and 
Instrument Counts" was revised by the 
Adventist Health Clinical Best , .............. , 
Committee with an advance copy... to 
the facility on 11/10/11 for staff Anllr",ti )n . 

Final draft of policy received by facility . 
reviewed by medicallnteNentional & 
Operative committee. and was i::I~"1 VY' Id for 
use. 
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lap, and instrument (blades) counts were correct. 
There were two counts, initial and final, and no 
spongellap/instruments were added during the 
procedure. The final operative report dated 
_ 07 stated in part "Sponge, lap, and needle 
counts were correct X 2 .... The patient was taken to 
recovery area in stable condition." 

A review of facility's policy # 11005 - effective dale 
3/1/01 - tilled "Policy & Procedure - Sponge, 
Needle, Sharps and Instrument Counts Procedure" 
(the policy that was in effect in November 2007) 
revealed the summary stated in part .. " to provide 
guidelines of accountability for sponges, sharps, 
instruments an~ miscellaneous items used during 
an invasive procedure when the depth and location 
of the wound is such that the item could be lost or 
left in the patient.". "Definitions; 1 h. Sponges will 
include laps,' baby laps, raytecs, packing (exarpple: 
nasal, throat or vaginal)." " Procedure: A. Policy: 1_ 
Counts - Sponge, Sharp, Miscellaneous counts are 
laken: a.. before the procedure to establish a 
baseline. c. prior to closure of a cavity within cavity 
(examples bladder, uterus). e. at skin closure or 
end of the procedure. 5. ' In the event of more than 
one incision invasive procedure is performed on the 
same patient, counts will be done for each. B. 
Counts: 1. Counts are done audibly and viewed 
concurrenlly as they are separated and counted by 
two individuals, one of whom is a registered nurse. 
D. Documentation: counts on the operative record 
as each is completed; noted as correct/incorrect, 
and Signed by the individuals who completed 
them." 

ID 
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Amended policy: 

(X5) 

COMPLETE 
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1. Defines the neutral zone, minimal y 
invasive surgery, and waived co unts. 

2. Additional sharps items that have a 
potential for retention were add d. . 

3. Only towels with radiopaque mar ers 
will be used in wounds, countec , and 10/14 11 
easily distinguishable from othe 
towels. Special order towels wit, 
radiopaque markers a~ded to C .R. 
supplies. 

4. Situational awareness (heighten d 
awareness of distractions) defi ed to 
address scenarios v'ulnerable t 
surgical item retention. 12/1~~1 

All Operating Room staff were educ ated 
to the policy changes by the Directc r of . 
Surgery. 

Electronic clinical documentation systen 
enhancements were proposed to Adver ist 
Health corporate Cljnjcallnformation S~ stem 
team and were approved. Computer fields 
added so that staff can now document t e 
surgical count type and time the count ~ as 
performed. 
All Operating Room nursing staff were r~-

. educated by the Director of Surgery on fvhen 12/1 111 
to count and how to document count ty es 
and times using the existing electronic elds, 

. as well as given education on the new 
electronic fields that were being create 
Updated electronic fields were created 'Jy 

. Adventist Health Clinical Information S stem 
team and were released for use by Ad*ntist 01/2~/12 
Health facilities . The Director of Surger 
notified all Ilursing staff to beain usiflQ he 

Even! ID:DYY611 5/24/2012 10:11 :34AM new documentation feature. 
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Further review of the nurses' operating room records 
for the surgery of ~7 revealed staff failed to 
conduct sponge counts per established policies 
and procedures. Procedure directs the staff to 
conduct three counts, before procedure (baseline), 
prior to closure of a cavity within cavity (bladder). 
and at the end of the procedure. Staff conduc1ed 
two. counts. (initialffinal). Patient A had two invasive 
procedures performed by two surg~ons. per policy 
there should have been two separate sets of 
sponge counts and documented as such. In 
addition, there was no system in place to. verify that 
two staff members, one of whom should be a 
registered nurse, verified and signed the counts as 
correct, per established policies. 

Patients in whom a surgical sponge is left after a 
surgical procedure are at high risk for serious 
complications including pain and infection. The 
facility's failure to ensure that the sponge count 
was correct and that no sponges were retained in 
Patient A following surgery on ~7, created a 
situation that was likely to cause serious injury or 
death to the patient, and therefore constitutes an 
immediate jeopardy within the meaning of Health 
and Safety Code section 1280,1 (c). 

This facility failed to prevent the deficiency(ies} as 
described above that caused, or is likely to cause, 
serious injury or death to the patient, and therefore 
constitutes an immediate jeopardy within the 
meaning of Health and Safety Code Section 
12BO.1(c). 
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SurgiCount Safety-Sponge® Systern was 
reviewed and approved for use at the fae lily 
on 06f05f12. ·This software system and s ft 
goods products is a data-matrix-coded 09/06 12 
sponge counting system that eliminates 
retention of surgical sponges when used in 
conjunction with a facility's existing policies 
and processes. Each sponge is imbedde d 
with a serial number which is recorded b the 
software to indicate time in the patient a d 
time out of the patient to ensure the final 
sponge count is correct. Expected trainir g 
and implementation within 90 days. Trai ing 
of all O.R. scrub techs and nursing staff 
will be performed by the SurgiCount Me ical 
staff and the Director of Surgery as a pr duct 
to be used in conjunction with and to 
supplement existing manual counting 
procedures. 

In order to monitor performance and en~ur~ 
corrective actions have been achieved ~nd 
sustained the Director of Surgery or thE 
Surgery Charge nurse will audit 100% f 
surgical cases per month to include: . 

' 1. Direct observation of the surgle I case 
to assess .compliance with the 
Sponges, Sharps, and Instrun ent . 
Count policy elements to inclu~e 
proper counting techniques 
performed by the circulating nurse 
and scrub tech, staff performEd the 
,."" .. ,.1 nltmh ... r nf (I("lIInls at tt,e 

Event IO:OYY611 5/24/2012 10:11:34AM 
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