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The following reflects the findlngs of the Department Simi Valley Hospital 1§ comm
of Public Health during zn inspecton visit: providing quality care. Preparation
) 5‘1 and/or Implementation of this plan
~N2 correction does not constituts

Complaint Inteke Number:
CA00289861 - Substantiated

Representing the Department of Public Healih:
Surveyor 1D # 13034, HFEN

The Inspection was limited {o the specific facllity
event Investigated and does not represent the
findings of a full Inspection of the facility.

Heelth and Safely Code Secflon 1260.1(c): For
purposes of fhis secllon . "immediate Jeopardy”
means a seltuation- In  which the llcenses's
noncompllance- with ona or more requirements of
llcensure has caused, or s likely fo cause, serious
injury or death to the patient

DEFICIENCY  CONSTITUTING

. SERVICE GENERAL REQUIREMENTS

(b) A committee of the medical staff sHall be
assigned rasponsibility for: ’

of written policies and procedures in consultation
with other appropriate heslth professionals and
- | administration, Pollcies shell be approved .by the
governing body. Procedures shall be approved by
the adminlsiration and medical staff where such is

IMMEDIATE
JEOPARDY: T22DIV CH1-7023(b)(2) SURGICAL

(?) Qevelopment, malntenance and implementation g

AN

admisslons or agreement by the
provider of the truth of the facts alleged
or conclusions set forth in the statement
of deficiencles. The plan of correction Is
prepared and/or executed solely
because it s required by law.

The following actions and/or changes hive
been iniliated in response lo events cited for
Patient A, and applles to all current and
patients admitted to the facility regarding the
ocass to ensure accurale surgical
instrument counts during surgical procegures.,

Spenge, Sharps, and Instrument handling
policy and processes were reviewed,
evaluated, and revised as_fonows:

Existing paficy “Care of Surgical Instrumjents”

was amended and approved to Include the i
\dentification of missing surgical instrunfents  10/2711
during the sterile processing tray reassembly

period, with notification of the O.R, cha

nurse of the discrepancy.

Sterile Processing staff were educated pn the

pollcy and department’s process changes by 1k
the Sterile Processing Supervisor. The Slerile

Processing Supervisor or lead sierile
processing technician will audit 100%
reassembled surgical trays for both migsing

appropriate. instruments and notification of the Surdery
i charge nurse for cases where an instryment
e cannol be iocated. Audits will be cted
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Ctmti.nued Frompage d daily until 100% compliance is achieved for - 08/30/p3
' six consecutive months followed by monthly
audits of 50 random cases for 6 six montis
Based on staff interview, clinical record and facility with a goal of 100%. compliance. Results|to
policy and procedure review, the facility failed to be reported monthly to the Interdisciplina

Patient Care Committee (quality assessment
performance improvement committee) which
reports up to Quality Council, Medical
Executive Committee, and the Governin

implement its policy and procedures to’ ensure that
sponges wused during surgical procedures are
accurately accounted for. Patient A had abdominal

surgery on M1 performed by Surgeon 1and Board. All cases that fallout will be

Surgeon 2. During the surgery a small bowel mass investigated by the Sterile Processing
measuring 4-5cm  (cenfimeters) in  size was manager for investigation, process review,
discovered. An infraoperative consult with a | corrective actions and remedial 1:1 staff
Surgeon 3 recommended that Patient A return at a : education as appropriate, in order to preyent
later date for surgical removal of the bowel mass. future occurrence. -

All Operating Room staff were educated jon
the policy changes by the Director of Surgery. 12/14§11
The Director of Surgery or Surgery Charge

Patient A returned on -1.1 for removal of the
small bowel mass. Following the resection of the

mass and a portion of the smgll bowel that the nurse will audit 100% of all surgical cass that

mass was aftached to, the specimen was sent to require instrument trays for the presence of

pathology. According to the pathology report the an inventory count sheet and for

"subserosal (below a serous membrane) nodule discrepancies in the documented inventory

(mass) is seen to contain white gauzy material with count versus the number of instruments|in the

occasional broad light blue fibers. The tissue actual tray. Any fallouts will be‘immadia ly

associated with the gauze is soft yellow and reported to the Sterile Processing Manaper  0g/30/13 -

for investigation and corrective action. Audits
will be conducted daily until 100% compliance
is achieved for six consecutive months
followed by monthly audits of 50 rando

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 cases for 6 six months with a goal of 10D%

wall? compliance. Results to be reported morjthly to
the Interdisciplinary Patient Care Comnjittee

Investigation. including interview with the patient and (quality assessment performance

medical history review revealed Patient A did not improvement commiltee) which reports jup to

have any abdominal surgeries prior to the procedure Quality Council, Medical Executive

in [ Z011 when the mass was discovered, Committee, and the Governing Board.

However, records indicated that in 2007

Patient A had a vaginal hysterectomy and repairs
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that other safeguands providdfsufficient protection to the patients: Except for nursing homes, the findings above are disclosable 90 days following the date
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Continued From page 2 New facility policy “Prevention of Retained
(removal of the uterus through vagina) performed at Surgical Items # B01163" created and
the facility by Surgeon 1and Surgeon 2. A review of approved as a companion policy to the
the intraoperative report of this surgery (dated exi:llinglcnrportalecpor:cya 11-:;; nSpg:';ge‘, Sharps,
A . nis. .
07) revealed that the type of the retained an 1Tfs;umr?:er ; eﬁr?espwunlal?ﬂe‘i?ems
gauze/ sponge remaved on -11.was the same 2. Establishes a process for surgica
type of surgical sponge that had been used during 7 g :
P : instrument tracking to include
the patient's . [ zco” HED")  surgical amendment of existing tray forms. ~ 11/15{11
procedure. The retained sponge/gauze could have Each surgical tray form changeti ta
potentially created a situation causing infection, include the name of the staff who
pain, and bowel obstruction. The facilily's failure to prepared the tray, the staff wholused
ensure the sponge count was comect, and that no and counted the instruments inthat
sponge was retained in Patient A following the tray._and an inventory of items.
surgery on 07, created a situation that was Multiple trays of the same t_ypeﬁ_re
likely to cause serious injury or death to the :}g;‘\aar:ﬂ;:;rder to identify which
Ratent. 3. Reinforces that all counts are
performed in the same sequenge for
Findings: consistency [
. 4. Reinforces that each count and ¢ount
Clinical record review on 11/23/11 beginning at type will be documented in the
10:30 a.m. revealed that Patient A was admitted on medical record
I 11for abdominal surgery performed by 5. Establishes criteria for a confirmpation
Surgéon 1and 2the same day. Per the X-ray to be taken gnd read in the OR
intraoperative report, during the surgery a small for open body cavity cases where
bowel mass, approximately 4-5cm in size was the ‘fePtthf 'the pr?ceq:r?fsz‘ Igt
identified, located in the ileum (portion of the small - Ofsg:‘a:i:‘"g‘R%D‘“r:ss:;;&; et 10
bowel). An intraoperative consult rep_on completed to the new policy and processes by the 12114111
by Surgeon 3recommended that Patient A return Director of Surgery. All nursing and O.R.
at a later time for removal of the identified bowel scrub technician staff receive an annual
mass, to decrease the potential for possible performance (competency) check for
complications to the patient. sponge, sharps, and instrument caunts.
1 These employees were refrained gnd
Patient A retumed to the facility on |1 for an participated in an interactive, hands-on
abdominal laparotomy (opening of the abdominal count demonstration by the Directgr of
wall) and bowe! resection by Surgeon 3. The "firm Surgery.
mass" and a portion of the "small bowel" to which
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Continued F s "
d From page 3 ] All new Operating Room employees will
the mass was attached was removed. The receive this training during clinical
specimen was sent to pathology. orientation on sponge, sharps .and
instruments count facility policies angl be

The surgical pathology report staled in art- " .the evaluated and validated forcom;{et cy
gl et 4 through direct observation by their

sut?serosal nodule" (mz_ass) "is seen to confain assigned surgery preceptor before they
white gauzy mat?ﬁal with c‘-ccasion'al broad hg!.'.t are released to work without supervision.
blue fibers. The tissue associated with the gauze is .
soft yellow and partially liquefled. 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 Interventional & Operative committep 12/06/11
1, at 1pm. Surgeon 3 documented, physicians reviewed and approved
"Patienfs specimen was reviewed with the Prevention of Retained Surgical Iten)s
pathologist this moming. Patienf's specimen B01163 policy and were
revealed 4X 4surgical gauze encapsulated via educated to the event.

ﬁbrf}tlc tissue. | informed and d|scu53£'=d wnlh Written education created by the Ditector g1/14/12
patient and her husband about the finding this of Surgery titled *Preventing
morning. They fully understood." Retained Surgical Items” was

distributed via U.S. mail to surgeons who
Investigation including interview with the patient, hold privileges at the facility.

examination and medical record review, revealed
Patient A did not have any abdominal surgery prior
to the surgical procedure in 2ot (EEE11),

when the mass was. discovered. However, records . _
System wide corporate policy AD-14005-S

indicated that in_ZOD? _0? Patient
A did have surgical procedure (s) at thl. facility facility # B01135 “Sponge S.h arps, and
Instrument Counts” was revised by the
el e A Adventist Health Clinical Best Practices
Committee with an advance copy provifled to
A review of the nurses' operating room record dated the facility on 11/10/11 for staff education.
IO’ cvealed Patient A entered the OR at Final draft of policy received by facility,
7:32am. and left at 11:35a.m. Surgeon 1was the reviewed by medical interventional &
primary surgeon and Surgeon 2was the assistant. " Qperative committee, and was approved for
The surgical procedure(s) performed included a use,

total vaginal hysterectomy. According to the
documentation on the operative record all sponge,
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Continued From page 4
lap, and instrument (blades) counts were correct.
There were two counts, initial and final, and no Ameénded policy:
sponge/lap/instruments were added during the 1. Defines the neutral zone, minimally
procedure. The final operative report dated invasive surgery, and waived cqunts.

07 stated in part "Sponge, lap, and needie
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 - titled "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 and 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; 1b. Sponges will

include Iaps,‘ baby laps, raytecs, packing (example:
nasal, throat or vaginal)." " Procedure: A. Policy: 1.
Counts - Sponge, Sharp, Miscellaneous counts are
taken: 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. 5.7 In the event of more than
one incision invasive procedure is performed on the
same patient, counts wil be done for each. B.
Counts: 1. Counts are done audibly and viewed
concurrently 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.”

2. Additional sharps items that havela
potential for retention were added.

3. Only towels with radiopaque markers
will be used in wounds, counted, and 10/14
easily distinguishable from oth
towels. Special order towels wit
radiopaque markers added to
supplies.

awareness of distractions) defi
address scenarlos vulnerable t
surgical item retention.

Surgery.

Electronic clinical documentation syste
enhancements were proposed to Adve

performed.

Al Operating Room nursing staff were -

and times using the existing electronic felds,
.as well as given education on the new
electronic fields that were being created.
Updated electronic fields were created py

" Adventist Health Clinical Information System

team and were released for use by Adventist 01/2

Health facilities. The Director of Surge

811

5/12

noti ing staff to begin usin

Event ID:DYY611
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Continued From page 5
Further review of the nurses' operating room records
for the surgery of 7 revealed staff failed to SurgiCOunt Safety_Spongeo Sys{em was
conduct sponge counts per established policies reviewed and approved for use at the facjlity
and procedures. Procedure directs the staff to on 06/05/12. This software system and spft
conduct three counis, before procedure (baseline), goods products is a data-matrix-coded 09/06
prior to closure of a cavity within cavity (bladder), sponge counting system that eliminates _
and at the end of the procedure. Staff conducted retention of surgical sponges when used|in
two counts (initialffinal). Patient A had two invasive conjunction with a facility's existing policigs
procedures performed by two surgeons, per policy and processes. Each sponge is imbedd
there should have been two separate sets of with a serial number which is recor_ded by the
software to indicate time in the patientand -
SPD‘_"?E counts and doaume‘mted as sugh. In time out of the patient to ensure the final
addition, there was no system in place to. verify that sponge count is correct. Expected trainirg
two staff members, one of whom should be a and implementation within 90 days. Traifing
registered nurse, verified and signed the counts as of all O.R. scrub techs and nursing staff
* | correct, per established policies. will be performed by the SurgiCount Me ical
staff and the Director of Surgery as a product
Patients in whom a surgical sponge is left after a to be used in conjunction with andlio
surgical procedure are at high rsk for serious supplement existing manual counting
complications including pain and infection. The procedures.
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 In order 1o monitor performance and engure
and Safety Code section 1280.1(c ). corrective actions have been achieved and
sustained the Director of Surgery or th
This facility failed to prevent the deficiency(ies) as Surgery Charge nurse will audit 100% of
described abave that caused, or is likely to cause, surgical cases per mor_ﬂh to include: .
serious injury or death to the patient, and therefore 1. Direct obsewatlonl of the.sLegleyl come
; § : L S to assess compliance with th
constitutes an immediate jeopardy within the Sponges, Sharps, and Instrument
meaning of Health and Safety Code Section Count policy elements to include
1280.1(c). proper counting techniques
performed by the circulating nurse
and scrub tech, staff performed the
carrect nit ]
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correct times during the procedure,

the surgeon(s) allowed time for all
required counts, the surgeon(s)

performed visual checks and wound
sweeps of open cavitylorgan cases,
and the. surgeon(s) verified that the

final counts were correct
2. Compliance with using surgical tray

tracking forms to include signature
staff who assembled the tray, tray
number, if applicable, signature of
O.R. staff who performed the count,
documentation of the item inventory

report of any discrepancies in the

inventory count with the number of

instruments actually received.
Medical record review for compliance
that the correct number of counts and
the correct type and frequency of coul
were performed and documented. Au

“will be conducted by the Director of

Surgery or the Surgery Charge nurse

daily until 100% compliance with each

audit element is achieved for six

consecutive months followed by monthly

audits of 50 random cases for 6 5ix

months with a goal of 100% compliange.

Results to be reported monthly to the

Interdisciplinary Patient Care Commitipe

(quality assessment performance

improvement committee) which reports

up to Quality Council, Medical Execut
Committee, and the Governing Board

All cases that fallout will be presentedito

the involved employee(s) by the Dire
of Surgery for invéstigation, process
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