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The following reflects the findings of the Department

of Public Health during an inspection visit

Complaint Intake Number:
CA00405547 - Substantiated

Representing the Department of Public Health:
Surveyor ID # 31889, HFEN

The Inspection was (imited to the specific facllity
event Investigated and does not represent the
findings of a full inspaction of tha facllity.

Health and Safety Code Sectlon- 1280.3: For
purposes of this section ‘“immediate jeopardy”
means @ . situaton In  which the licansee's
noncompllance with one ¢r mare requirements of
licensure has caused, or Is likely to cause, serious
injury or death to the patient.

Health end Safety Code Saction 1280.3 (g), for
purposes of ‘this section ‘“Immediats |eopardy"
means a situation In  which the Ilicensee's
noncompliances’ with one or more requirements of
licehsure has caused, or Is fikely to cause, sorinus
Injury or death to the patiant :

Health and Safety Code Section 1278.1 (c),. "The
facllty shall Inform the patient or the party
responalble for the patient of the adverse svent by
the time the report is made," The CDPH verlfied
that the facility informed- the patient or the party
responsible for the patflent of the adverse event by
the time the report was made.
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Health and Safaty Code Section 1278.1(a) A heaith
facliity licensed pursuant to subdivision (a), (b), or
(f) of Section 1250 shall report an adverse event to
the department no ' later than five days after the
adverso event has been detected, or, if that event Is
an ongoing urgent or emergent threat to the welfare,
health, or safety of patiants, personnel, or vialtors,
not leter than 24 hours after the edverse event has
: been detsctsd. Disclosure of Individually kientifiable

~-—= |pationt Information shall be consistent with
applicable law.

Health and Safety Code Secﬂon1279.‘i {b} For
purposes of this section, "adverse event’ Includes

any of the following:

Health and Safety Code Section 1279.1 (b) (1) (D):
Retention of a forelgn object In a patient after
surgery or other procedure, exgiuding objects
intenionally Implanted as pat of & planned
Intervention and objects present prior to surgery
that are intantionally retained,
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Tile 22, Divislon 5, Chapter 1, Article 3, Seation
70223 (b) (2): Development, maintenence and |
implementation of written policies and procedures |
In consultation with other . appropriate health
professionala and asdministration. Policles shall be
approved by the goveming body Procedures shall
be approved by the administration arid- medi:a] slaff
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Based on Interview, -record review and
policy/procedure  review, - the' faclity falled to
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PROVIOER'S PLAN OF CORRECTION 5)

" | room 7 on 4/22/14,

implernent thelr policles and procedures to conduct
a miscellaneous item count of a Toomey Bulb
Syringe (TSB) device, and to do & complats wound
sweep during a lapsroscopls veginal hystereciomy
(removal of the uterus through the vagina with the
use of robotics to assist) which edvanced to &
vaginal hystereclomy procedure. Thess faliures
lead to the retention of a TSB (green plastic bulb at
the top of a 80 oo syringe (the bulb slze was 2 112
Inches by 21/2inches). The retention of the TSB
resulted In & second surgery on 6/5/14 under
general anesthesia (pulting a petient to sleep for an
operation) to remove the retainad TSB.

Findings:

Patient 1, 8 64 year old female, waz admitied to
the facliity on 4/22/14 for surgery due to uterine
fibrold tumors [noncancsrous growths that develop
in or Just outelds & woman's uterus (womb)],
according to her medical record. The scheduled
surgleal  procedure  was:  Robotically  asslsted
Iaparoscopic total hystarectomy, possible bllateral
salpingo-oophorectomy, with diagnastic
cystoscopy (removal of the fibroid tumors, poasible
removal of the ovaries and filloplan tubes and a test
that sllows the doctor to look at the inside of the
bladder and. the urethra using a thin, lighted
instrument called a cystoscope). The progadurs
lwas scheduled for 7:30 am. In the hospital OR

According to the surgeon's (Surgecn 1) dictated
Operative Report on #4/25/14, the uterus wes,
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"Grossly enlarged with multiple large fibroids."
The surgeon was uneble to remove the uterus’
through the - laparoscope, "Dues to s
size,"according to the operative report. The same
operative report Indicated the uterus was, "Manually
morceliated,(divislon and removal In small- pleces)
with the scalpel and sclasors vaginally."
Additionally, - the operative report noted, "A Toomey
syringe bulb (TSB) was ingerted Into the vagins to
hold the pneumoperitoneum (the presence of air or
ges In the abdominal cavity)" The operstive report
further. indicatad, “all instruments - were remaved
from the vagina. Sponge, needle, and instrument
counts were noted to.be correct x 2." g

H?

| :F."Ei,-:,’rf.;' ."I"‘:j!'ill.‘N ]
C WYy GNP
} Jl.hl“i‘}flr r)! \Ir*‘!

During an Interview with Patlent 1on.  8/4/14 at
10:30 am., Patient 1indicated she was seen by
Surgeon 1at 2weeks and @&t -6 weeks,
posioperatively. At the two week visit with the
* |surgeon, Patient 1 stated she had bruising and pain
In her abdomen and some vaginal bleeding.
According to Patlent 1, Surgeon 1did not perform a
pelvic exam and Indicated to the patiant the
bieeding, bruising and paln were “nomal et thie
point In Patient 1's recovery process. According to
Pafient 1, st the 8week visit, Patlent 1 continued
to hava pain, and the bisading had increased.
According to Patlent 1, Surgeon 1performed a
pelvic exam at the &waek vistt and the surgeon
indicated she thought there was somsething plastic
in the vaglinal area. Patlent 1 stated, "Surgeon 1
tied to remova the item but was unable to remave it
because of my pain" According to Patient 1,
Surgeon 1scheduled an eppointment away from
the faclity at an outpattent ambulatory surgical
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centor where Patient 1underwent a second
surgical procedure under general anesthesla on
6/5/14 to remove the retsined TBE. Patfent 1
stated, "The night before the second procadure,
(Surgeon 1), called me and told me that the ltem-
left in me was a bulb she used during the kind of
surgery | had done."

A

The odirculeting nurse for Patient 1's surgical
procedure on 4/22/14 was interviewed on 7/17/14 at
10:00 a.m. CN1 indicated the facility practice In the
operating room (OR) was to announce when any
ern was added to the petient snd then the: CN1
would repeat the Hem. CN1 stated that the Hem
would be added to the pstient and written on the
white board In the operating room. Additionally,
according to the CN1, the item would be included in
the count of Hems listed on the white board. CN1
indicated she did not hear Surgeon "1, who
performed Patient 1's procedure, announce & TSB
had been added to the petient. CN1 confimed
Surgeon 1had used this Item In previous similar
procedures on other patients.

10¢

NITN
i

1 *"Y it oo
1

S0 YHNLNSG
_"‘; VR f
I

w3

Yty
HLTY3H
-{I’II !I’

|
Fate BPU NI
a6

101440 19144

The Sorub Technictan (5T1) preeent for Patient' 1's
aurgery on 4/22/14was InterMewed on 7/17M4at|
10;50 a.m. $T1istated It was hospital practice to |
say out loud what was belng added to the patient
during a procedure and that someone else was to
verbally repest the item. The assigned CN would
slgo add the item to the whits board used for the
surglcal count. ST1indicated she had witnessad
Surgeon 1use the TBS on veginal hysterectomy
cases, prior o Patient 1's surgery, In order to hold
the pneumoperitoneum untll the surgeon finished
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suturing. ST1 stated she did not recall Surgeon 1
placing the TSB Into Patient 1at the time the.
procedurs was performed, and ST1stated she did
not hear any announcement from Surgeoni. During
an obaervation and concurrent Interview with ST1 on
7M18M14at 11am., STialso stated, “Placing
gnything into the patient s out of my scope of
practice. The surgeon places all items into the
patlent, | hoid the instruments and hand them to
the surgeon as the surgeon needs them.".

FA 1, part of the surgicel team for Patient 1'a
aurgery on 4122114 was interviewed on 7/17/14 at
1:30p.m. FA%tindicated she would have bean
loceted at the abdomen of Patient 1and her view of
the vaginal area would have been cbstructed by the
robotic arm. FA1indicated the routine was fto
announce any items added to the patient and the
ltem was then noted on the white board in the
operating room. FAfindicated Surgeson 1 would
have been between the pluenrl lags ramovmg the
uterus.

‘The Intra operative rurslng record deted 4&/22/14,
did not Indicate that a Toomey bulb was ever
placed, ramovad, or entered Into the surgical count.

During an interview with the surgeon on 7/17/14 at
4:16p.m., Surgeon 1was asked I she recalled
performing & methodical wound sweep and vaginal
exploration as per facility poficy and procuduro
Surgaon 1 stated, “1 didn't do one."

A raview of the faclity's’ policy end procedure
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of the two people must be = registerad nurse.
Surgical counis must be performed In procadures In
which ‘an Incislon is made or a wound ls created
and surgical items ars usasd. The surglcal count ls g !
performed to identify any packaging emors and to P |
monitor the number of ftems used during the = Pt T
operation or procedure” Also, eccording to the Br 9 e
policy: “the surglcal technologist must maintain an = H -
organized field and inspect instruments and devicas =" G G
passad -to the surgeon and returmed from the fleld to v
ensure they are complete and Intact” The policy = zet Ol
further Indicates: "A methodical exploration of the ~5 Bl =c
operative wound must be conductsd prior to closure <23 o e [
In avery operation,” and "Speoclal focus should be M- M
given to closurs of a cavity within a cavity (8., o <«
heart, major vessel, stomach, bladder, uterus, and
vaging), Surgeons should strive to see and touch iPlan of Correction:
during the exploration whenever possible; rellance :
on only one element of sensory -perception s A.  The following corrective action plan was
usually insufficient. The surgeon should visually and executed:
menually make every effot to assure that no 1. The policy “Prevention of
unintended surgical items have been left In body : Retalned Surgleal ltems” was
cavities." The vagina should be examined i it was reviewed with the
entered or explored aa part of the procedure.” Department of Surgical
Services Including a focused
The facility falled to Implement policy and review of the policy and steps
procedure when hospitafs OR staff and surgeon did required to account for all
h'vl acocount for !" miscellaneous items added o mimlllﬂeousiwn\saddedw
Pstient 1 during & surgloal procadure, did not count the patient during a
all ftems sdded to Patient 1during & surgical procedure. Review of the
procedure, did not Inspect all Instruments and selety ooy ity *
devices passed to Surgeon 1 and returned from the completed and documented
field, and did not perform a methodical wound annuatly.
sweep at the end of Patient 1's surgical procedure.
These fallures resulted In the retention of a TSB In
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. , 2.  The palicy requirement to
Petient 1, and the necessity for 8 second surgical porform » “inethodical
procadure under general anesthesia to remove the wound sweep” at the end of
retained TSB. This Is a deficlency that has caused the procedure was reviewed
or ls lkely to cause serious Injury or death to the with the individual surgeon
patient, and therefors constitutes an Immediate |’ by the Chairman of OB/GYN.
jeopardy within the meaning of the Health and 3. The fadlity met with the
- | 8afety Code saction 1280.2 (g). patient ta review the event,
. apologize, answer guestions,
This facliity falled to prevent the deficlency(ies) es and review actions taken to
desoribed above that caused, or Is likely to cause, prevent recurrence. All
gerous Injury or death to the patient, and thersfore assoclated costs were:
constitutes an Immediats jsopardy within the covered by the facility.
mesaning of Health and Safety Code Section B. The Director of Surgical Services will be
1280.3(9). responsible for the corrective action
-l plan and monitoring. The Director of
el B T Surglcal Services is accountable to the
' 1. N S Chief Nurse Executive,
i T 2 1. “Random sudit of 10 cases
‘S X "o per month ta validate
Sdi T ok presence of ‘miscellaneous
st o 9a ltems’ fisted on the OR count
3 52 board with expectation of
:— 5) *_ = 100% cornplllm,
= =
o o e 2. "Random audit of 10 GYN
= ‘. cases per month to validate
8 methodical wound sweep
performed with expectation
of 100% compliance.”
C.  The corrective action (1 and 2)
complated by October 2, 2014.
Corrective Action 3 was completed on
' lanuary 23, 2015. ) ’
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