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e aa e =  CADEPT OF PUBLIC HEALTH

Complaint Intake Number:

. CA00258737 - Substantiated AUG 13 2012
Representing the Department of Public Health:
L&C DIVEINN
- ID # 21155, HFEN
a— | SAN FRANCISCO

The inspection was Ismildd to the specific facility
event investigated and does not represent the
findings of a full inspection of the facility.

Health and Safety Code Section 1280.1(c). For | Health and Safety Code 1280.1 (¢) 216/11
purposes of this sechon ‘immediate jeopardy” - Immediate Action RCA:
means a silushon n which the licensee's s Root Cause Analysis (RCA)
noncompliance with one of more requirements | was performed to assess
D ot licensure has caused, or s lkely fo cause. | contributing factors and to
9 v serious injury or death to the patient. develop a corrective plan of
action to prevent further
Abbreviations and Glossary , mcldents
| The RCA was
. 1)Abscess - An enclosed collection of Ilqueﬂed i conducted by the
tissue, known as pus, somewhere in the body. i Director of Risk
It is the result of the body's defensive reaction | Management and
" to foreign matenal | the Assistant
Physician in Chicf
for Risk
2)Chordoma - Rare tumor that usually occurs Management.
in the spne and base of the skull It s a > Participants
maiignant tumor included the
: Surgeon,
3)Circulator or Circulating Nurse - Reglﬂered'd Circulating Nurse,
Nurse who is responsible for delivering quallly ~Pg G 6/39/!’ and Perioperative
nursing care to the patient in the OR é— R 9 Services Director,
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_(operating room) using the nursing process = The RCA focused
iThis RN makes preparations for an operation | on potential human
"and continually monitors the patlent and staff . factors which may
'duning its course, who works in the OR outside | have resulted in
‘the stenle field in which the operation takes | : error, possible
place, and who records the progress of the | pan = environmental
operation, accounts for sponges, instruments, | =1 factors (such as
_and specimens. ' E noise, equipment.
X o) etc) and potential
4)Curvilinear Density - A mass of matter D S 7 "-J,g process failures
. appearing as a curve, nonlinear ﬁ &~ ( ‘3 which may have
i = | o Sl resulted in the
Hjcm - centimeter Et = a E error. Other
o o O potential factors
|6)Counter Bags (sponge  holder  hags) - o | 2 o g explored included
 Transparent  bags o which  sponges  are & staffing level.
: 'individuatly nserted by the airculating nurse, (=] orientation and
Q after they are counted, =T training of staff,
O competency
7)CT Scan - Computed Tomography Scan - Al assessment and
compulerized x-ray procedure. A CT scan credentialing,
'produces cross-sectional images of the body supervision of
The images are far more detalled than x-ray staff. and
flms, and can reveal disease or abnormalities communication
in tissue and bone. | ; among staft
i . members.
'8)Diabetes - A group of metabolic diseases in . A literature review
which a person has high blood glucose either i was conducted.
‘because the body does not produce enough | ' 5 The findings of the
insulin, or because cells do not respond to the | ' root cause analysis
Linsulin thatis produced i were: |} the final
ll sponge count from
'9)Erector Spinae  Muscle - The superficial | ' the surgical
longitudinal muscle mass on either side of the' procedure was
vertebral column It arisas in a broad. thick correct. and
tvent ID XO0ON1Y i 1412011 < 25 18PM
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 lendon from the sacrum, the ileum. and the documented as
lumbar vertebrae, It inserts wnto the ribs and such by the
'into certain cervical vertebrae. It exlends and: I Circulating Nurse:
flexes the verebral column and the head. ! F5 and 2) the Medical
draws the rnbs downward, and bends the trunk : 3 i Center policy for
to the side. = - 3 announcing and
O S &3 M documenting
10)Hairy Cell Leukemia - A rare cancer in -l:-fi Al tucked sponges had
(which a type of white blood cell called the | =3 e B g not been followed
{lymphocyte. present in the blood and bone | & s S & by the Surgeon.
:marrow, becomes malignant and proliferates.  Iit! =5 < o Circulating Nurse.
15 called hairy cell leukemia because the cells - = - and Surgical
have uny. hair-like projectons when viewed ; & Technician.
under the microscope. o0 = The participants in
\ ' 5 the RCA discussed
<:) used to throw waste a sponge trom a
' : ' revious case ma
12)Laparotomy Sponge - Also "lap sponge" or Eave boen left in y
“lap tape” An and absorbent pad constructed | ahe of e kiek
of gauze and cotton with an embedded | buckets in the OR
radiopaque fiber used to absorb fluids and | : e
B350k S | thus contributing to
s gery- i | the erroneous
13)Mayo Stand - A stand where the sterile tray | ' ORI
lays in the OR. On the tray are the mstruments ! Immediate Action Pro
that may be immediately needed by the | Changes:
surgeon { e Asa practice change, the 21701
responsibility for removing
14JMRl - Magnetic  Resonance Imaging - the soiled liners from
Diagnostic  lechnique which uses a magnetic sponge Kick buckets at the
field and radio waves 10 provide computerized conclusion of each surgical
' Environmental Services to
15)OR - Operating Room OR clinical staff. Liners are
Event ID XOON11 51412011 225 18PM
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16)Paraspinous Muscles - The muscles next to | to be removed and discarded
the spine. They support the spine and are the | by the Surgical Scrub
| motor for the movement of the spine. Person (RN or technician)
; assigned to the case, after
{17)Pelvis (Pelvicy - The lower portion of the | : the case is completed and
‘trunk, bounded anteriorly and laterally by the | [ the patient has left the
‘two hip bones and posterorly by the sacrum ' Operating Room where the
" and coceyx. procedure took place.
e  Asa practice change. 21700
18)Radiopaque - An entity that s impenetrable | Circulating Nurses were
to x-rays or other radiation. / asked to hang sponge holder
. bags (Counter bags) back-
19)Ray Tec - A brand name for a 4x4 or 4x8 | to-back. thus allowing each
gauze sponge with an embedded radiopaque category of sponge
fiber Also referred to as “raytex” sponges (laparotomy sponges and
(D ‘ ray-tecs) to be placed in its
S 20)RFO - Retained Foreign Object ! own bag, with the front
f. sides of both bags being
' 21)RN - Registered Nurse visible simultaneously. This
ensures that both bags can
'22)Root Cause Analysis (RCA)}- A class of | be visualized by all team
problem solving methods aimed at dentifying ! members (including the
the root cause of problems or events surgeon). without the need
: ' to “flip” bags back and
23)Sacrum - The large heavy bone at the base | torth.
of the spine It s roughly (rianguiar in shape
and makes up the back wall of the pelvis. Systemic Action:
3 All Perioperative clinical 3
24)Sacrectomy Excision or resection of the . stalf (Registered Nurses,
sacrum Surgical Technicians,
Surgical Assistants. and
25)Sinus - A cavity, channel. or recess Registered Nurse First
Assistants) received re-
26)Subcutaneous Tissue - The layer of loose education on Medical
Fvent IDXO0ONTT Gi14:2011 £ 25 18PM
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connective tissue directly under the skin

27)Surgical Scrub Technician - Refers to the
surgical technician or RN who is responsible for |
directly maintaining the sterle field where the |
operation s taking place, and for delivering the |

Center Surgical Count
Policy which includes the
process for announcing and
documenting tucked

‘sterile  nstruments,  supplies, and  equipment i i sponges. Staff participation
directly to the surgical team. was mandatory. 100% of
' staff completed required
training.
Title 22 e  Kaiser South San Francisco  4/3/11
70213(a) Nursing Service Policies and | Medical Center conducted a
Procedures

Surgical Safety Summit.
= Course content

included review of
surgical count process
and RFO prevention
strategies, including
review of medical
center policy for
surgical counts and
process for
announcing,
documenting, and
reconciling tucked

{a) Wntten Policies and procedures for patient |
care shall be developed. maintained and
:D implemented by the nursing service

This regulation was not met as evidenced by.

Based on interviews and record reviews. the |
.hospital faled to mplement (heir policy and
.procedure on counting surgical sponges when !
ia Ray-Tec sponge was retaned in the left
'paraspmous muscle of the sacrum of Patent 1
{The patient had a prolonged wound recovery |
from an nitial surgery on 10 from a partial | sponges.
sacrectomy for a sacral chordoma Due 1o - Event was attended by
persistent  sacral wound drainage and. 3 ulisiolans fom
prolonged healing, Patient 1 underwent a Surgical Services
second surgery on |10 for wound

Patient 1" sacral  wound departments including
5 fi L - .
deb:.'den;emt h i 'Tn b of el S Surgeons, Anesthesia
ntin o have lacl ealing, ’ : 1
— i Providers. Registered
11. a pelvic CT scan revealed a retained . o
Nurses. Registered
surgical sponge Patient 1 underwent a third
Event 1D XOON11 11412011 2.25.18PM
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surgery on [JJJ 10 remove the retained Nurse First Assistants,
Ray-Tec sponge which was the cause of the: Surgical Assistants,
persistent non-healing wound for over a six and Surgical

. month period Technologists from the
\ Operating Room: as
Findings: well as staff from other

procedural areas,

Review of the Discharge Summaries dated ' : Agenda topics

R0 showed Patient 1was admitted to the: included rationale for
hospital on [iofor  partial sacrectomy of a surgical counts;
sacral chordoma, a rare malignant tumor that responsible parties in
usually occurs 1n the spine or the base of the process: strategies for
skull  Additional diagnoses of the patient minimizing disruptions
ncluded diabetes and  hairy cell leukemia. | and errors related to

. The patient tolerated the procedure well and ! human factors:

was discnarged o 0 sequencing of count

i activities in relation to

(D Further record review showed Surgeon 1's surgical case flow /

documentation on the History and Physical | events: review of items
Note dated -10 that  stated, “(The: to be counted; step-by-
patient) has been recovering slowly but stll has | step instructional
two small areas of clear/pinkish drainage. (The review for each

patient)demes  any fevers, chills, nausea category of counted
vomiting (The patent) has been dealing with | items (sponges -
bowel and bladder Issues and these seem ‘o needles / instruments):
be mproving steadily Given the persistent | process for

drainage, ithe patent) s here for evaluation investigaiiun and

and discussion of wound  debridement” resolution ol
Subsequently. Patient 1underwent a second discrepancies.

surgery  on -10 for an inciston  and Hiehly Reliable
drainage of the sacral wound Surgical Teams

Surgical Safety Summit
curriculum materials
were widely distributed
to physicians and statt

However, the records showed that on [ |
an MRI of the pelvis was done to [further !
evaluate the area of the ongoing, non-healing
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sacral wound. The findings on the
documented the following, "Left erector
muscle 36cm  collection  with

cnflammation,  suggestive of  an
abscess.” Consequently, a CT scan
_advised.

on 1. te cCT  scan

.following, ‘'Complex thin curvilinear

seen in the area of lhe expected abnomality of

lhe lefl erector spinae
suggestive  of

musculature
retained sponge or

matenal "
Patient | underwent a third  surgery
Il o remove he retained

surrounding
intramuscular

revealed

, working in surgical and
procedural areas.
Monitoring:

»  Perioperative services will
monitor compliance with
action plan through monthly
audits of surgical case
sponge counts,

o Sample Size:
Random Audit 50
cases/ month
Required
Compliance: 100%
compliance with
expected process

3712011

ABLRATIRY Lj?

Surgeon 1's report dated [HEEEE'! for 4 consecutive
D documented the following. “The patient months. .

‘brought i urgently for evaluation. | saw Periqperau.ve July 2011

patient this morning and  discussed Services I?lrector

situation with (the patient). | advised will submit report

patient) to urgenly go 1o the operating 1o Risk & Safety

for removal of this foreign body as this was Committee.

may be lhe source of (the patient's) nonhealing | Quality

wound. " In the same report, Surgeon ; lmprm:cment

described the removal of the sponge i Com‘mltte‘e ﬂﬂd.

follows: ‘A probe was placed into the sinus and | ' {\:Iedlczfl Executive

after we got into the subcutaneous lissues, we Committee.

cutdown onto the proba. This probe

down wnto a cavity which was n the Audit Process Indicators include:

paraspinous muscle directly ‘where a Adlr!eref}ce‘ li_)‘

Ray-Tec was located The retanad Ray-Tec' policy for initial

was in a walled off cavty  This was extracted and subsequent

readily sponge - needle
mstrument counts:
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Continued From page 7
.On_a subsequent visit to the hospital beginning | Use of sponge
_ 11 during an  interview at 11368 AM, ' count bags to
Circulating Nurse 1. who was present durng | display discarded
the [0 surgery, remembered Patient 1's sponges:
case very well  Circulating Nurse 1 stated, "(It) Circulating Nurse
was a lumor case..a falrly big case Ilasling | maintenance of the '
approximately 2to 3 hours..(the tumor) was; white board with
deep in the spine... there was a lot of bleeding | count data:
and a lot of sponges being used.. it was not a LUse ofappmvga
‘crisis  situation.. # was routine but there were | process for
'more nstruments used than usual" When 1his | resolution of
surveyor asked Circulating Nurse 1 about discrepant counts,
surgical sponge counting practice. the nurse o The Surgeon calls
responded. "The counts are recorded on the | out each and every
count board  There is the initial count, closing ' tucked sponge:
count, and finai count The final counl s =~ Circulating Nurse
(:) announced 1o the surgeon. This  surveyor documents tucked
J asked what Surgeon 1 customarily does when sponges on the
the final count is announced and the nurse! board in the area |
responded, 'Not sure if he visualizes but he | identified for
acknowledges the team when the final count Is tracking tucked
announced.” Then, Circulating Nurse 1 was' sponges:
asked f she remembered whether or not Case Conclusion /
Surgeon 1announced that he did a deep Final Verification
!sponge luck during the 0 procedure and_ activities. including
.she stated, "I do remember.  Surgeon 1did| passing of all
‘not  announce a deep tuck  sponge. ( sponges off
‘remember) there was no tuck recorded on the | surgical field for
board There is a special section on the count verification by the
board specifically for deep tucks. The practice surgeon:
is that the surgeon announces the deep tuck " Removal of all
Circulating Nurse 1was confident that the final liners from all used|
count was correct. “We did the closing kick buckets by the!
together, we did the bags as a team and Baroical Scrub-
before the patient left the room, | was confident = -
Zvent 1D XOON11 £14:2011 225 18PM
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Continued From page 8
the count was correct.”
Person (RN or
In  another nterview on  2811at 223PM, | '(th"‘_‘"a“" $6/1
Circulating  Nurse 2was also present FRILINE
: Procedure: In-
the 10 surgery but was the relief nurse for !

lunch break for Circulaling Nurse 1so she was,
not involved in the final sponge count but she !
did  acknowledge that surgeons  customanly
sponges and
circulating nurse would record the deep
Circulating Nurse 2 |
stated. 'Somebmes surgeons don't announce

announce Hdeap tuck
sponge on the board.

removal of 'he deep tuck sponges and

that happens) | ask the surgeon If the

sponge was out”

In an interview on 3i29/M11 at

Surgical  Scrub  Technician 2 (Surgical
fech 2was also present dunng the

surgary but w~as the lunch break relef
Surgical Techrician 1so she was not involved |
in the tnal sponge count process) She |
acknowledged that in general, surgeons
the scrub iaboul the deep tuck sponge)
tha scrub  wll communicate this o
circulating nurse .if the tucked sponge was not

announced, it will show in the final count.”

During an interview on 3/29/11at 335 PM,

Surgeon | stated that the patent had

break down. or a skght opening (at the surgical
wound site  after  the  first  surgery}”

treatment at  that tme nvolved home

management and <close observation bul

wound did not completely heal

1221 PM, |

Depth For OR
Suite (Terminal)
(Section 4F) has
heen revised 1o
address specifically
how the kick

buckets will be
handled between

cases,
Responsible Parties:
s Perioperative Services
Director;
e Chief Nursing officer/Chief
Operating Officer:

e  Assistant Physician-in-Chiel

of Operating Room;
e  Physician OR Director
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Continued From page 9

According o Surgeon  1during the  same I'his page intentionally left blank
nterview  on  3/29/11, the second  surgery :

revealed necrotic tissue which he believed was

the cause of the non-healing wound. But, even |

after the second surgery. Surgeon | stated. |

“the wound broke down again’ Surgeon 1 |

thought the patient's history of diabetes and |

ieukermia might have been contnbuling factors
to the persistent non-healing w~ound The '
surgeon staled. I consultad with the Infectious
Disease  physician. treated the patient  with
anubiotics, and nanaged (the patient!
conservatively "

'Dunng  the ntersew conducted on  329/11 at

( )‘a 335PM. Surgeon !spoke of his analysis of
the nitial surgery on -10 “The -wound was |
: deep there was an increased amount of !

bleeding so there were lots of sponges used |

‘the ratained sponge was n the paraspinous

muscle which s an area not very visible .1

relied on the count. ‘when the count was! .
stated cofrectly. | agreed " When  this | 5
surveyor asked the surgeon regarding deeply |

tucked sponges during surgery, he replied, !
“Personally, | dont lke to use Ray-Tecs. | like'

to use lap sponges (laparctomy sponges) In

this case. | needed lo use the Ray-Tec lo move

the muscles” When this surveyor asked the

surgeon If he could ramember whether or not

he announced a deep 'uck sponge, he replied.

| don't remember if | 4id”  Finally, Surgeon 1

stated that the 'ast tme he spoke with Patient 1

was on-n Al that ime. the wound "was

—vent 10 XOON11 (142011 2 25 13PM
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down to 1 cm and was now healing well "
During a lelephone interview on  3/30/11 at I'his page intentionally left blank

10.30 AM, with  Surgical Technician 1, the'
surveyor asked f he recalled f(he case that
involved Patient 1on 0 He sad, I donmt
iemember the =zase but Ihe name sounds
familiar " He also stated, "Surgeons most of |
.the time will announce deep tuck sponges and |

aoris on he bowd”  Ha own parsoa] o DEPT OF PUBLIC HEATH

practice was he made a mark on the mayo |
stand with a marker when a deep tuck occurred !

to help him keep track. The surveyor asked AUG 13 2002
what Surgeon 1customanly did at the final.
count @nd he sad. * He verbally acknowledges
_ ~when the team announces the final count s s _“,\0
(D correct and that (Surgeon 1) visualizes the . SAN FRANUON

blue count bag.”

Dunng an interview on 3/29/11 at 310 PM, the
Director of Risk Management stated that the |
facility reviewed the case with Surgeon |
Circulating  Nurse 1 and __ lhe  Perioperalive
Service Line Director in 2011 after
the RFO incident was discovered and revealed
the following 1)Surgeon 1did recall the deep |
;sponge tuck and that it was a bloody case.
2iThe  documentation was  correct  regarding
the sponge counts 3)The internal
investigation could not definitively determine
the cause of the RFO

Durnng the same nterview with the the Director
of Risk Management on 3/29/11 she stated

+ent iD XOON1TT 14:2011 225 18PM
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Continued From page 11

that the faciity's RCA formulated possible -

causes of the RFO 1iThere might have been .

a1 sponge left in the kick bucket from a prior :
procedure. 2)Not all deep tucks were |
"announced by surgeons unless there were |

cavities involved Announcement of a deep ! i
ltuck sponge by surgeons was done mainly with | 1
procedures that involved cavities. 3)The blue | )
'holder bags overlapped each other when hung | :
on the stand.

The hospital's policy and procedure tilled, Title 22 Nursing Service Policies and
"Surgical Counts (Sponge, Needle, Instrument), | Procedures:

Number PC 1911 affective date  4/1885,
review/revise  date  06/2009 documented  lhe
following "page ' 241items which have been |
™ tucked into the wound or which cannot be
(D visually accounted for due to thew being In use .
at that tme will be verbally accounted for on |
ihe counl board. and this nformation reviewed |
by the wncoming and outgoing parties. page 6
4.1 Any item that is tucked or packed Into the .
‘wound, or cavity, canal orfice (eg. throat|
packing, nasal or vaginal, etc) will be verbally -
.annour?ced by the Sr.:grub Parson at the time it CA DEPT OF PUBHG HLALTH
s inserted into the patent and documented on

the count board by the Circulating Nurse.

Likewise. when an item previously documented AUG 13 2012

as being tucked or packed s removed from the -

patient, 4 w~ll be crossed off of the “Tucked

In response to this event Kaiser Foundation
Hospital South San Francisco is taking the
opportunity to further review our Surgical
Count Policy to make changes for further
clarity.

; .

ltems” count L&C Dy 5%
SAN FRAMCiSCO
The hospital's policy and procedure
utled "Cleaning Procedure -13, In-Depth For or
Suite | Terminall_ aifective date 1/1985.
Event 1D XOON11 511412011 225 18PM
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revision  date  3/27/2009, documented  the This page intentionally left blank
following  "page 2of 2, Procedure -Daily, #4

Operating Rooms, Wash with approved

‘germicidal  solution all  fixtures, equipment,

furniture Thoroughly ~wash waste

receptacles " The Pernoperative Service Line

Director stated that this policy addresses the

Environmental Services' responsibilty with  the |

clean up of the kick buckets when he gave this
document to this surveyor on 230/11 The
document does not address how he  kick |
buckets should be gpecifically handled
between cases.

The hospital failed to mplement ther policy ol |
and procedure for surgical sponge count when g CA DEPT OF PUBUU HLALTH

: a Ray-Tec sponge was retained n the left

(:) paraspinous muscle of the sacrum of Patent 1
during surgery on -10. He underwent a' AUG 13 2012
second  surgery on -Dfor wound
debridement and a thirld surgery on -1 for e ey e
removal of (he retained surgical sponge, The L&C D?““"i"‘_j}f
sponge was retained for over 6months and as | SAN FRANG 5O

3 resull. the patients wound from lhe onginal,
surgery had delayed healng. Surgeon 1
.migsed the count during surgery on -0,!
then nmissed the opportunity to discover the
RFO at the post-operatve vist on [0
~when he determined only adebndement was
-required By limiting his  examinalion o
diagnosis and treatment of the infection without
probing further o determine the cause.
Surgeon 1 may have further delayed the .
discovery of the RFQ. Delayed discavery of the
cause of the non-hea-ling wound did not occur

e D XOONT 5142011 2 25 18PM
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ontif 11 which  suggests that traaiment for This page intentionally left blank

the infection may nave masked the effects of
the RFO by preventing a full blown infection
 despite the presence of the RFO.

This fallure is a deficiency that has caused, or:
is likely to cause, serious injury or death lo the !
patient, and therefore constitules an immediate |
|eopardy within the meaning of Health and|
Safety Code Section 1280.1 '

This facilty failed to prevent the dJeficiencyiies)
as described above that caused, or s lhkely to
cause, serious injury or death o the patient
and therefore constitutes an immediate

jsopardy  within  the meaning of Health and CA DEPT OF PUB“C HEALTH

Safety Code Section 1280 1ic)

O

AUG 13 2012

L&C DIVIEION
SAN FRANCIGG
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