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The following reflects the findings of the California
Department of Public Health during an ENTITY Corrective Action:
REPORTED INCIDENT visit. Extensive review of policy 7420.20.006 Completed
Sponge, Needle and Instrument Counts 11/30/2008
ER! NUMBER: CA00168577 was performed by the Surgery Department
PDirector on November 3, 2008. The policy
Inspection was limited to the specific ENTITY demonstrated current and complete process
REPORTED INCIDENT investigated and does not d inclusive of the required surgery counts
represent the findings of a full inspection of the cluding disposable instrumentation with
facility. cynova!ale parts in the count process. After
is review, intensive education for surgery
Representing the Department of Public Heaith: aff of the pohcy pertaining to sponge,
Surveyor 20307, Medical Consuitant 1 (MC1) peedic and mdstrument count was completed
' ' INovember 3, 2008. The education on the
THE DEPARTMENT  SUBSTANTIATED A gﬁfifly a“t:ffq““‘-’d surgery counts was held
g staff meeting held by Surgery
VIOLATION OF THE REGULATIONS. Department Director. All surgery staff
attended and completed a review of the
entire policy and demonstrated
70223(b)(2) SURGICAL SERVICE GENERAL understanding of required compliance with
REQUIREMENTS the policy.
(b) A committee of the medical staff shall be After the surgery staff completed
assigned responsibility for: {educational review of the Sponge, Needle
(2) Development, maintenance and implementation and Instrument Counts policy, the Surgery
of written policies and procedures in consultation Director with the Director of Nurses and our
with other appropriate health professionals and facility surgeons adopted the World Health
administration. Policies shall be approved by the Organization surgical safety checklist to
governing body. Procedures shall be approved by reduce risk of surgical errors in the future.
the administration and medical staff where such is The WHO surgical safety checklist has
appropriate. many safety improvement features; two of
| the key components of the WHO checklist
. are; timeouts completed with the surgeon
Based on interview, document review, and medical prior to the surgery and verification of
record review, the faciity failed to implement its complete surgery counts at the end of the
sponge, needle, and instrument count policy for procedure. The counts at the end of the
Patient 1's surgical procedure. The result was an procedure are verbally confirmed and
adverse event involving retention of a foreign object | completed between the nurse and the
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Continued From page 1 Continued ]
i | urgeon and documented on the check list at
ina patient after surgery. e end of each procedure/surgery.
h . d
THIS EVENT CONSTITUTED AN IMMEDIATE e Safe;”fg:‘fl"stlft ;";ssﬁ‘éf;';dagle
JEOPARDY (lJ), WHICH PUT THE HEALTH AND pprove y " "
SAFETY OF PATIENT 1, AS WELL AS OTHER edical staff surgery committee meeting
PATIENTS  UNDERGOING  SURGICAL ovember 187, 2008. The safety check st
i ed November 247, 200
PROCEDURES, AT RISK WHEN THE SURGERY a:r‘g}}’:flr"g; taff completed education
DEPARTMENT STAFF FAILED TO IMPLEMENT bn the use of the form, the requirements and
THE HOSPITAL'S WRITTEN POLICIES AND Expectations. The Surgery Department
PROCEDURES FOR SPONGE, NEEDLE, AND Director began monitoring use and
INSTRUMENT COUNTS, RESULTING IN THE ompliance November 24%. The surgery
RETENTION OF A FOREIGN OBJECT IN A %epmmem Director has reported
PATIENT AFTER SURGERY. compliance to Surgery Medical staff
N meeting monthly since December. In
Findings: addition to monitoring the complete WHO
checklists, the Surgery Department Director
In interview on 11/18/08 at 9:30 am, Administrative randomly monitored staff and surgeon
Staff A explained that on 10/28/08, Physician A compliance to the WHO safety check}ist
performed a sigmoid colectomy (surgical removal of process by observing the intra-operative
the lower colon) on Patient 1. During the procedure, _ |process.
a disposable (one use) stapling instrument was “| A brief inservice on the use of the stap}er
used to join the two cut ends of colon where the was held during the surgery staff meetings
diseased portion had been removed. The instrument in November by the Surgery Department
consisted of two parts. One was placed above the Director. During the Surgety Medical Staff
upper cut edge of the remaining colon, and the meetlng.Novembgr 18, 2008, a review of
other was inserted through the anus and placed at appropriate handling and use of the stapler
the lower cut edge. The two parts were then joined was performed with the surgeons.
and locked, incorporating the wupper and lower . .
tissue borders. The instrument was then fired, Responsible gerslght: I?;—ec(t::)r of Nurses
causing surgical staples to bring the edges with Surgery Department Director.
together in a permanent circumferential . L Ongoin
anastomosis. The stapling instrument was then Sﬁig‘&?:;:ﬁ;“g‘gg;%r leadership, the Thrgu ¢
removed. It was not noticed that the upper part of ; ~ the W1
the instrument was not connected to th:plow:r part surgical safety ch'e Ck!]St based on thz\?\rflh-lo ;%g; Ztnd
at the time the instrument was removed from the surgery safefy guidelines was created. The
Event {D:13NU 11 4/24/2009 2:14:55PM
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" matiant’ i :Continued ,
‘:‘a::::\f:‘:n::c:;r:mhgms‘:ﬂtmemw oticed that the use of the checklist in surgery department . iRmdomly
| began on November 24, Nurses complste . Afterwards ;
;Administrative Staf A stated that several days :;ch‘:::‘:;:: g;;f&;“;g;‘iﬂ::esd;:w n*:}';:ammg
i"mr' Pa.m"t 1."“ 2 bawst movement and noticad Department Director. The compliance rate | Compliance
ja clanking noise in the commode. A fnetalllc .is calculated by the department director and
; structure found in the commode was detarmined to i ;
| reported to the quality department and to
be the upper part of the stapkng spparatus. The _surgery medical staff committec monthly,
lstructura was subssquently forwarded to  the \Rates of compliance with WHO safety
manufacturer for evaluation of a possible defact. ' checklist for December thry February was :
The stapier had been dispossd of at the end of tha ' 94% with February reaching 100% :
casa and was nol available for evaluation, Staff did ' compliance. Monitoring of WHO checklist %
not notics that the stapler was not complets at the will continue thre August 2009 maintaining |
tima of ta disposal, 100% compliance and randomly monitor i
‘ compliance after August. i
| Review of the medical recard an 11/18/08 at 0830 : i
demonsirated that the intial sponge count and In addition to menitoring the WHO || Completed;
shamp count on 10/28/08 were recorded as comect, checklist compliance, the Surgery Director | | 2/28/2009 ;
The initial instrumant count box was not checked. randomly monitorsd compliance with : :
The second and third 3ponge, sharp, and sponge and ncedle counts by direct :
instrument count buxes wers not checked. A late observation and staff interviews during [
hand-written antry dated 11/8/8 stated tha! the I December 2008 and Janvary, February '
 second sponge and sharp counts had been comedt, | | 2009, Compliance in February is reported at
cand -the frat instrumant count had been corect. ! | 100%. :
|Thera was no addtional information regarding a | :
| third sponge and sharp count or 2 second or third ,
i instrumant count. | |
{ N
' Review of the medical record on 11/18/08 at 0930 ! !
'demanstrated that the operation on  10/28/08 | {
-procaeded without compiication. and the inftegrity of | : l ‘
the staplad anastomosis of the Mwo portiona of | | |-
colon was verfied. On 11/1/08, Patlant 1 received a | ! t,
‘rectal suppository at t15pm to aid in evacualion.; i , [
. The record inciuded documentation that Patient 1 | ) b has 2, g[s/ga l
Zvent 10 13NU1Y 4242008 2 14.58PM
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had a bowel movement at 2:30 pm, and the nurses
note stated that Patient 1informed staff that it "felt
like something heavy fell out of his butt." There was
no complaint of increased pain. The staff found a
metal object in- the commode. Abdominal x-ray at
6:51 pm on 11/1/08 demonstrated no retained

intra-abdominal structure. '

On 14/5/08, in an addendum to the discharge
summary, Physician A stated that he was informed
that Patient 1had passed the retained upper
portion of the stapling device without difficulty and
that he had discussed the occurrence with Patient
1, telling him that no damage would ensue.

in interview on 11/18/08 at 9:45 am, Physician A
slated that he had performed at least 50
procedures with the stapler and had never left a
piece in before. He stated that the stapler is
designed so that the upper plece, which he called
the anvil, is locked to the stapler for the cutting and
stapling and remains attached to the stapler as it is
removed. Physician A  conjectured possible
equipment failure. He stated that he was focused
on insuring the completeness of the closure and did
not inspect the stapler, which was handed off to the
circulating nurse, bypassing the scrub technician
because it was contaminated. Physician A stated
that he then tumed to the abdominal incision to
close the abdominal wail.

On 11/18/08 at 10:15am, review of hospital policy
7420.02.008, Sponge, Needle, and Instrument
Counts, approved by the goveming board on
1/26/04, demonstrated the foflowing: "Instruments
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that are broken or disassembled during the
procedure must be accounted for in their entirety.”
in addition, the policy states that "sharps and
instruments must be counted audibly and viewed
concurrently by the scrub person and the
circulating nurse together” The policy also states
that instrument counts are to be performed before
the procedure and again before wound closure
begins.

The facility failed to implement surgical policies and
procedures regarding the accounting of all
equipment used in surgery, when a piece of a
surgical stapler was left in Patient 1's intestine. The
facility's noncompliance with this regulation is
likely to cause serious injury or death.

|
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