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The folluwing reflects the findings of the Department
of Public | lealth during an inspection visit.

Complaint Intake Number
CA00359050, CADC359061 - Substantiated
Represenling the Department of Pubiic Health:
Surveyor ID # 29108, HFEN

The inspection was fimited to the spedific facility
event investigated and does not represent the
fingings of a full inspection of the facility.

Health and Safclty Code Sachon 12801(c) For
pwposes of this section “mmediate jeopardy”
means a situaton n which the licensee's
noncompliance with one or moré requirements of
licensure has caused, or is likely o causs, senous
njury or death to the patient

|

Health and Safety Code Secton 12791 Relention
of a Object in a Pabent |
{b] For purposes of this secton, "adverse event”
includes any of the following |
(1) Surgical events, including the following

(D) Retention of a foreign object n & patient afler
surgery of other procedure, excluding obecls
|ntentonally  implanted as  pat of 2  planned
wiarventon and objects  present prior o surgery |
that are ntentionaly retaned

| The adverse event was detected o il 3
The faciity reported the adverse event orfjj 13

| The patent andlor respunsible party was notied of
the adverse event r:w.fﬂ
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Adverse Fvent Notification - Informed
Health and Safety Code Section 1279 1 (c), “The
facilily shall inform the patient or the party

responsible for the patent of the adverse event by
the ume the report s made |

The CDPH verified that the faciity informed the
patent of the paily responsible for the patient of the
adverse event by the time the report was made.

CCR Tile 22DIV 5CH1ART
Service General Requirements

{b) A committes of the medical staff shall be
assigned responsibility for |
(2) Development, mamtenance and mplementation
of witten policies and procedures i consultation |
with other appropnate  heaith professionals  and
administration. Polices shall be approved by the
goveming body Procedwes shal be approved by
the administration and medical staff where such s |
applopriate |

3 70223 Surgical

This rule 15 not met as evidenced by

Based on obsevatons, intervews, medical oscord

and document review, the fachty faled to ensure

facility poicy and procedure fur suigical services
of Retamsd Swgeal ltems  Puoacy
Sponge counts” were followed  This fallure resuited |

imn the relention of a blue surgical towel left n

“Prevention

Patient Vduring an open noht  hemcolectomy |
{surgical removal of pant of the colan) and a left
inguinal harmia repair (protngsion of an anatomical
structure i the groin) performe 3

3242014

1D 70223 ((b)2)
06/14/13

Blue surgical towels removed from
Operating Room (OR) and Sterile
Processing Department (SPD) store,
White towels with Raidopaque
markers (ROT) replaced.
Dbservational audits of Surgical
count and compliance with policy
and procedure initiated 06/14/13,
two random audits per week until
100% compliance for 30 days; then
bbservational audits once per week
for 90 days until 100%; then
random observational audits
monthly until 100% for three
months. Report audit results and
actions to bi-monthly Department
of Surgery Meetings

Director Perioperative Service
responsible,

Informed Sacramento Central
Supply Chain Management and
MedLina representative to remove
blue towels from prepackaged
materials for kits, replace with ROT
internally, Custom ordered packs
to be ordered specifically with ROT,

Director Perioperative Services

(&%)

COMPLETE

and

responsible.

8 (2:26AM

ODATE

Compisied
06/14/13

chgoing

Comylated
06/14/113

Custom its

(%

I process
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Patent 1subsequently  died of  complicalions
related o the retained foreign object on 3

Fndings

Per the medical record, Patient 1was a 78 year old
mman admitied to the faciity [JJJll'2 with diagnoses
mcluding colon cancer and 2 left inguinal hemia. A
document dated HEERI3titled “Operative
Procedure” revealed Patient 1underwent an open
right hemicolectomy and lefi ingunal herma repair
peiformed by Surgeon 1and an assistant, Surgeon
2 Patient 1's 13 "Anesthesia  Intra-Op
Evaluation” form identified Anesthesiologst 1as
the physican who intubated and administered the
general anesthesia

Patient 1's -13 Surgical Case Record was
reviewed. On Page 4of the Record, the list of
“Nevices" used during surgery included “Towel(s)”
The “"Operatve Screens” of Page 4 indicated the
following items were Included i The counts
sponges, needles, Instruments  and  "other
disposable itermns” Blue surgical lowels were not
listed Per the documentation, the Circulatng
Nurse (OR RN) and Scrub Tochmoan (OR Toch 1) |
were involved in the counts (the process of counting

| the number of surgical tems avadlabla for use n the
O beforn during and ater surgeey!

| The facilty 7726011 Patent Care Services
and  Procedure  btled  "Prevenson  of
Surgical Items Policy” defined a swigical item as a
supply, device or piece of equipment used m and

Policy |
Retaned |

]CDITI[}I ata
16/14/13
ind cngomng |

Interviewed and queried staff
rega rding access to electronic
policy. Confirmed accessibility.
Added to new hire orientation with
ompetency evaluation, RSI policy |
F‘lcorporated into Medical Staff
|t.':rientc‘utic)r‘i.

Director Perioperative Services
respansible.

iReviewed process with staff utilizingCompieted
Sponge Accounting Audit Tool for  06/14/13
LDR and Procedure Room. NG eAgaing
(Attachment A).

Director Perioperative Services
responsible.

Reviewed current Retained Surgical rompleted

' 6/14/13

[tem policy and made minor
Lghanges based on maost current
Dignity Health references. i
Director Perioperative Services
responsible.

06/17/13

|
OR Staff meeting - reviewed event, Compiated
revised policy & procedure and use 26/17/13
iof blue towels on Mayo stand only.

Director Perioperative Services

rresponsible.

U2412014

8.02 28AM
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around a surgical incision or wound One of the four
classes of surgical items is called “soft goods"
Soft goods can be cotton, disposable cloth or
gauze items including, " radiopaque (shows up on
xray) towels (16inches x 26nches)”. Section Vi
B 1. Gereral Rules for Sponge Management, b.
states, "All colton gauzc disposables placed in the
patient will be white surgical sponges or white
radiopaque towels and may contain a separate
identifiable label or tag. [See Point of Discussion #5
for additional information about why white?] 5
VI B 1. b. Why white? The intenl here is to have a
unified approach to managing what is safe to go
into a patient If we say and practice that all the
soft goods that are safe to go imside a palient are
white or will be white and have a radiopaque marker
(a radiopaque towel ROT) this may heip surgical
technologists organize the back tables and
everyone account for sponges, Il its a white ROT,
its safe and okay to go n [the patent] If it's blue or
green it should be suspect S0 white ROTs go
in just ke all the other white sponges while blue or
green drape lowels stay out”

Surgeon 1was interviewed on 12/14at 1205pm
Surgeon 1stated he was always nwolved i the
instument counts. He acknowledged that dunng
Patient 1's sumgery, the blue towels were not
included in the count and wers not radiopagque
Surgeon 1 said he did nol use a lowel as a sponge,
a dape or sling dunng Patient 1's surgery. Surgeon |
fadded that a wet blue towel had been placed
under harmonic scalpel, (@ cutieg instrument used
dunng surgcal procedures to simultaneously oot
and stop bleeding at the site of the: meision)

Informed Medical Executive
Committee of event and received
approval of revised RSI policy.

Director Perioperative Services
responsible.

Audit of cases scheduled to confirm
adherence to current policy.
Observational audits of Surgical
count and compliance with policy
and procedure initiated 06/14/13,
two random audits per week until
100% compliance for 30 days; then
observational audits once per week
for 90 days until 100%; then
random observational audits
monthly until 100% for three
months. Report audit resulis and
actions to bi-monthly Department
of Surgery Meetings.

Quality Assurance/Risk
Management responsible.

action items.
« Repositioned workstations

from field. Allowing RN to
face surgical field at all
times.

Completed T

06/17/13

ICompl=ted
06/17/13
and ongoing

06/19/13
Root Cause Analysis performed by Cormpleted
interdisciplinary Leam. ImpIer*nf_mte{:i,u""1*”‘5

and cngoing

IgCu'r ipleted

with screen/keyboard away [06/19/13

2NG oNgoing

Event 10 5J0311

32412014

8 02 26AM
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| e Additional magnetic strips  [Completed
" for miscellaneous items PI(2A13
and ¢ngoing
placed on dry erase board.
On 111813 at  noon,  Anesthesiclogist 1 was In order to accommodate
interviewed.  Anesthesiologist 1 stated  blue  towels additional |tr-._'ms counted. Camplatad
were typically placed around the perimeter of the + External review by i@};oh;‘-ﬁ
abdominal wound, within the sterle surgical teld. consultant and incorporated 07/12/132
Anesthesiologist 1 explained she had seen towels into action plan. and ongoing
used to pad retracton or placed undemeath '
instuments. She said she had assumed the count Director Perioperative Services
included the blue towels, "[they] normally do.* responsible. |
During an interview wilth the Direclor of Perioperative 06 /2 5 /1 3 '
Services/Risk Management (DPS/RM) on 10/18/13 - -
at 110pm., he staied Patient 1's surgery was S S
Wmnded & be lpicecceic (umety parformed Board of Trustees Notified. 06/25/13
using a scope through a small incision) but ended . ) ) |
up being “open”, (a long incision made on the iChlef Ngrsmg Executive |
abdomen to give the surgeon adequate access to responsible.
the colon). The blue cotton towel wasn't accounted
for, he acknowledged The DPS/RM did not know if 07/03/13 |
towels were used on a reguiar basis in the
pereng: fnom Surgical Department Staff Meeting Completed
! . _ . discussed RCA results, audits and 07/93/13
An observation was made of the faciity's Surgery ; 5
Department on 10/18/13at 2pm  The DPS/RM shared actions with staff.
retnieved a stonle pack of 4 blue towels from the . ) . .
|surgical sue supply room In @ concurent Director Perioperative Services
interview wath the DPS/RM, he acknowledged those responsible.
wore the same type of towsls used during Panent |
| I's surgery Unfcided, one of the cotton blue towels 07/12/13 I
measured approamately  16inches by 26 inches
The towel aid not have a radiopaque marker or Letter mailed to Department of E‘J'l?;;;‘:d
identifying tag Surgery to include all surgeons and |
,' . anesthesiologists, regarding
Operating Room Registered Nurse (OR RN) who RSI/Sponge Accounting policy.
Event I2:SJ0311 24120014 B 02 26AM
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Medical Staff manager and Quality Completed

was responsible for managing nursing care in the Assurance/Risk Management 07/12/13
operating room, was interviewed on  12/31/13 at responsible.

11:30am OR RN stated she had counted |

mnstruments  and  supplies with OR Tech 1 She |0? /22 /13

|explained blue towels were often located on the
“Mayo stand” (an instiument tray that provides a |

place for sterle instruments and supplies used Department of Surgery peer review [Complated
07/22/13

during surgery). The towels are rolled up and lcompleted.

placed under inswuments, ke scissors  for

example, to "prop them up" OR RN acknowledged Risk Management and Quality
the blue towels were not included in the count. Assurance responsible.

An interview was conducted with OR Tech 1on
1118M13at 1pm OR Tech 1slated she was
present during Patient 1's surgery and paricipated |
in the surgical tem counts with OR RN She
remembered all tems were accounted for after |
Patient T's surgery The counts were documented
on the white board and "count sheet” OR Tech 1
stated she never gave a blue towel lo the surgeon
or placed cne on the surgical field during the case
OR Tech 1stated she had placed a wet blue towel
under the harmonic scalpel. She acknowledged the |
biue towels were never included n the count and ‘

were not radiopaque

According to the 2013 ACRN (Associaton of
Penoperative  Regstered  Nurses)  Penoperative
Standards and Recommended Practices, |
“Recommended  Practices for  Prevention  of |
Retained Surgical Items (RSIs)" mduded, "all soft
goods used in the surgical field should be
radiopaque.. Retained surgical lowels have resulted
lin patient njury  Surgical towels found i the

abdomen and chesl have been reported, as have

Event 1D SJO311 32412014 B.02 Z6AM
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| inflammatory  change suggests that this  possibly

instances of surgical towels  found  at
autopsy. When  placed in a body cavty, an
unmarked towel not included in the count may not
he detected and increases the possibility of a RS1”

Dunng an interview with the Chief Nursing Officer
(CNO) on 10A18M3at 11:50am., the CNO
acknowledged there was Indication Patient 1 wasn't
recovering from surgery as well as expected. The
physicians were concerned  The CNO  stated
Patient 1 experienced nausea and vomiling, vague
abdominal pain and a low grade (elevated) fever

Oon Iz Surgeon 2odered a CT  (computed
tomography, a speciaiized x-ray that produces a
precise reconstructed image of the area) of Patient
I's abdomen and pelvis. According to the |maging
Report, Radiologist 1charted, "lmpression. Right
renal  cyst.  Some nonspecific  inflammatory
changes in nght flank” Surgeon 2 ordered another
abdominal/pelvic CT onlllll13. The lmaging Report
read "mass in the right lower abdumen which may
represent an abscess athough the relative lack of

could represent a stenle abscess Findings |
discussed with Surgeon 27

at 230pm., he stated he understood at the time
Patient 1 had been "uncomfortable” and so a CT [of

I
|
In a phone interview with Radidlogist 1 on 1273113
the abdomen and pelvis] was ordered on -I"*

| Radiologist 1 explaned thal i the nght lower

quadrant of Patient 1's abdomen, the film showed

an area that locked like a "sponge from the ocean”

I Radiologist 1 stated he discussed the results with

3.0 26AM
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Surgeon 2. "1 just knew it didn't belong there” he
said, Radidogist 1 continued, saying a second CF
was completed B whch provided no addiional
or different information |

As the interview continued, Radiologist 1
remembered Patient 1w ansferred t ifferent
faciliy (Facility 2) on 13 On 13, at|
Facilty 2, another CT was performed and Facilty 2 |
staff determined the image was suggestive of a |
“foregn  body.” Radiologist 1 (from  Facility 1)'.
stated, "Why | didnt think it was a foreign body. |
don't know, | just didnt" Radiologist 1said thal in a
later discussion with Surgeon 1, they had asked
themselves, "How did [the towel] get mside? "We
hadr't a clue,” he stated .
|

|
Patient 1‘-135urg1cal Case Record from the
receving hospital (Faclity 2) was reviewed It
revealed that one “retained foreign body (towel x 1)"
|was removed from the nght lower quadrant of the |
l abdomen and sent to the Pathology Lab.

In an interview with the Risk Manager (RM) at
Faciity 2 on 10/7/13 at T15pm.. the KM|
explained a surgeon at Facilily 2 accepted Patient
im-.i- A CT scan was ordercd at Facity 2
and the physicians suspecled “the mass® on he
fitm was a retained surgeal em Patient 1 went to|
|surgery and they found a towel The RM contnued, |
1"On postoperative day #')-15 B sy .}l!é!i
second surgery), a Physical Therapist encouraged |
him to get vp out of bed. When he siood up, he
|collapsed and coded (stopped bealhing) e stalf
could not revive him |

Event D 540311 Wdald

—————————— - —  — ea—
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in an interview with the DPSAM on 11813 at
110pm, he staed the autopsy report indicated
the retained surgical towel in Patient 1's abdomen;
had compressed a blood vessel which contnbuted
| to the development of blood clols in s lungs amd
legs and were contributory to his sudden death

Review of the i3 official document from the
San Joaquin County Office of the Coroner which
spedfied Patient 1's cause of death The document
revealed Patient 1 had been "inured” by a surgical
towel left inside his abdomen after surgery causing
therapeutic comphcations. The immediate cause of |
death was an "Acute Pulmonary
Thrombo-embolism (life-threatening blood ciot In the
lung) due to Deep Vein Thrombosls (blood clots) of
the Legs due to Systemic Inflammatory Response
Syndrome (SIRS) due (5] Intra-Peritoneal
Gossypiboma/Textiloma  (unintentionally  retained
textle, spunge, or towel)" The document
| signed by the Supervsing Deputy Coronet

Wwas

in a phone interview with the Supervising Deputy |
Coroner on 1112113 at 1.15pm.. he described the |
textiloma as “standard sized surqieal towel” "It
was [found] wadded up, about the size of 2 human
| fist " the Coroner contnued. [he Coroner conbrined
fhe towel was not ragiopaeque

| The [ 3 Avtopsy  Report Patient 1 was |
Imwc-wed by a Forensic Pathologist The !-um-ns|.":|
| Pathologist concurred with the Coraner's report
[Patent 1] 3

ol white male, died as a result of Acute

ot

he |
78 yoar |

focumented, N his "Opumon

3242014

Evert 1D SJO311
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Thrombo-Embolism due to Deep Vein Thrombosis
of Legs, due to Systemic Inflammalory Response
Syndrome  (SIRS) due lo Intra-Pentoneal
Gossypibema/Textilloma "

In an interview with the Chief Nurse Officer (CNO) at
Faclity 1, on 10/18/13 at 11am, she stated, "The
towels were not counted. Its not standard
procedure to count towels.” Afler the incident, the
CNO explained that she had asked the operating
room staff what may have contributed to the towel
being left in the patent, the staff remarked there
was the "assumption” everything was okay The
CNO stated the blue towel was not radiopague, it
was a type of greenish blue tray towel generally
placed on top of the instruments before the start of
the procedure, or used to drape an open body
cavity

This facility failed to prevent the deficency(ies) as
descnbed above that caused, or 5 lkely to cause,
serious injury or death to the patent, and therefore
constifutes  an  immediate  jeopardy  within  the
meanng of Health and Safely Code Section
1280 1(c)
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