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The-following reflects the findings of the Department
of Public Health during an inspection visit:

Complaint Intake Number:
CA00232028 - Substantiated

Representing the Department of Public Health:
Surveyor |D # 21262, HFEN

The inspection was limited 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
purposes of this section ‘“immediate jeopardy”
means a situation in  which the licensee's
noncompliance with one or more requirements of
licensure has caused, or is likely to cause, serious
injury or death to the patient.

DEFICIENCY  CONSTITUTING  IMMEDIATE
JEOPARDY :

CCR, Title 22DIV CH1ART3- 70223(b)(2) -
Surgical Service General Requirements.

(b) A gommittee of the medical staff shail be
assigned responsibility for: .

(2) Development, maintenance and implementation

of written policies and procedures in conpsultation

with other appropriate health professionals and ’
administration. Policies shall be approved by the

governing body. Procedures shali be approved by / W7 7, J_/{{
the administration and medical staff where such is

appropriate. / élé’ﬂ
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Continued From page 1

The .above regulation was NOT MET as evidenced
. | by:

Based on record review and staff interview, the
hospital failed to Implement the existing
perioperative’ policy and procedure (P&P) for
additional surgical sponge counts when two or
more procedures were being perfomed on the
same patient during a change of the final member
of the original surgical team which occurred during
change of shift. Additional ‘time outs* to resolve
sponge count discrepancies in  additon to
confitning each subsequent procedure before it
was iniiated were  not evident. The failures
contributed to Patient X having repeat abdominal
surgery. under general anesthesia to retrieve a
retained sponge Inside the patient's upper
abdomen. The nisks and possible complications of
anesthesia and surgery include but are not limited
to, infection, bleeding, drug reactions, blood clots,
paralysis, brain damage, heart attack or death.

Findings:

On 7/21/10, review of the hospital's P&P on
-“Counts - Sponge, Sharp, Instrument and Small
Hems" stated that the purpose was to account for
all items and fo lessen the potential for injury to the
patient as a result of a retained foreign body.

Th L LH <t nr T

: The Sponge Counts Policy: Lefter B; no. 1 stated,
iftems placed to protect the patient such as corneal
shields, throat packs, -etc. would be recorded on
the count board, as well as time of application to
the patient. This information should be included in
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Continued From page 2

the "Time-Out’ with other counts. Placement and
removal of jtems should be noted on the Operating
Room Record under "Nursing Notes.”

Letter £, stated if a count was unresolved, the RN POLICY REVISION

(Regisiered  Nurse) Circulator. would potify the _ | The nospital's Policy & Procedure
Surgeon and a thorough search -of the operative " |on "Counts-Sponge, Sharp, Instrument
field, back table, and the unsterile fisld would be and Small Items" was immediately
initiated. In the event that the missing item was not revised to require a mandatory x-ray
located, the surgeon would order an x-ray to be on all open abdominal, thoracic and
taken and- read pror o the patient being spinal procedures which last greater
transported from the Operating Room. - than eight hours OR when two or more

surgical services perform consecutivl

Letter K stated additional counts were to ‘be
completed in the following circumstances: a)
addition of more countable items fo the field; b)
|more than one indsfon andlor procedures on the
same patient; ¢} before any cavity within a cavily
was to be closed; dj before closure of the
abdominal or thoracic cavily; €) whep there was a

procedures in the same body cavity.

The policy further required a full
field image or images be obtained.
If a retained item is not seen on

the x-ray by the Attending Surgeon,

Change of the final member of the original team; then the surgeon or his/her designee
and ) any time a member of the team requested a (with an appropriate scope of
count Another complete count of all sponges, practice)will contact the Radiology
instruments, shaps and small items should be resident and ask for a review of the
performed at the time of permanent refief by the image (s) . The Radiology resident
oncoming RN Circulator and Scrub Technician, will notify the surgeon if a
) retained item is visualized so it
The hospitals P& on  Surgical/Procedural may be removed. If the resident doeg
Verification stated. that verification of the comect not see a retained item, an Attendidg ]
person, comect sIte, and corect procedure would Radiologist will review the image(s)| —
occur: a) at th? time the pmcex.ﬂurfa was SChEdUIEdv and confirm there are no retained Cc—
b) at the time of preadmission testing and : . . =
i ) items per radiological exam. The —
assessment; c) at the time of entry into the . . .
i o circulating RN will document who Wy
procedure room; and d) anylime responsibility for d th 4 th Y
. rea —ra an i
care of the patient was transferred to another & x7ray - Fhe outcome in |
. the OR record.
- -
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Confinued From page 2

Page 3A
(continuation of Page 3)

A list of newly credentialed faculty surgeons is
sent monthly to the Perioperative Educator. The

Monthly
ongoing)

Perioperative Educator sends an email communicatjon

to the surgeon(s) summarizing the "Counts"
policy. The email contains a "link" to the hospital's
policy website which will enable the surgeon to ’
have access to the entire policy. The email is
tagged with a "return receipt" to ensure the
Educator is able to validate the surgeon has
received the email. Any emails without "return
receipts"” will be followed up by the Educator.

New residents/fellows are educated on the OR

TAnnually in

Counts policy upon arrival at the Medical Center. |July
An email is sent to all incoming residents/fellows ((ongoing)

which summarizes the "Counts" policy. The email
contains a "link" to the hospital's policy website

which will enable the resident/fellow to have accesy
to the entire policy.

3rd and 4th year medical students are oriented to

Annually in

the OR and the "Counts" policy during their June

formal OR orientation which also includes
t_éducation on gowning, gloving and scrub
techniques.

RESPONSIBLE PARTIES
Director, Medical Staff Administration
Director, Graduate Medical Education
Perioperative RN Educator

(ongoing)
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Continued From page 3

member of the procedural care feam (including Policy changes were:communicated .| 07/30/10
anesthesla providers) at the time of, and duiing the to all perioperative staff by the
procedure. Perioperative RN Educator during
' ‘in-person educational meetings
Under Procedure of Surgical Verification, Letter B, held weekly on Thursday mornings.
no. 9to 11stated that, the procedure would hot Attendance is mandatory for all
begin until every member of the team had agreed full time staff and is evidenced
and all guestlons of concems were resolved. When by sign-in sheet.s. Per-diem: staff
two or more procedures were being performed on were educated via email which

included "return receipts" to the :
Educator. Any per diem staff’
member nat providing a‘"return
;eceipﬁ" was personally contacted | 08/15/10
i)y Educator and regquired to
provide-dcknowledgment of educatioy

the same pafient, a time-oyt was to be performed
to confirm each subseguent procedure before it was
initiated. The attending anesthesiologist or
anesthesla staff, RN Clrculator/Scrub Techniclan or
the attending surgeon would be responsible for
conducting a time-out,

materials. .
Per clinical record review on 7/21/10, Patient X was MONITORING _ .
admitted to the hospital on [0 for debutking of a Daily monitoring of OR records (to| 02/07/11
malignant tumor caused by testicular cancer (tumor ensure mandatory x-rays were
of the male reproductive gland). Per the two properly performed in any case of
operative procedure reports dated 0, Patent X unresolved counts) was undertaken
had two operative procedures, with physicians from to ensure continual compliance. !
four different medical departments of the hospital, Monitoring was continued until
during =an approximately 121/2 hour surgery. 100% compliance was achieved for
Surgeon A performed an excision of liver lesions. ‘ 30 consecutive days. Results, of.
Prior to removing the lesions the surgeon applied a monitoring were presented monthly

to the OR, Organizational
Performance, and Medical Executive
Committees and Governing Body.

retractor instrument to the upper abdomen to open
the surgical incisiofi widér. Surgeons C and B then
started the second procedure of removing the

~o
of the small bowel and d =
tumors and around the aorta RESPONSIBLE PARTIES: —_—
{biggest artery next te the heart), and removal of : . . .

h nodes, the left kidney and the left testicle Director, Perioperative Services c_

ymp ! e Perioperative RN Educator —=

Surgeons from the Colorectal Surgery Service —
(specialists in large bowel and rectum) “came In as —
Intraoperative consults.” Per the anesthesia record, o

Event ID:1UOF11 ) 2/10/2011 B:45:31AM =
{ABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TTLE (X6) DATE
. fag)

Any deficlency staterent ending with an asterisk () denoies a deficiency Which the instituion mey be excused trom correcting providing # is determined Fg

that other safeguards provide sufficient protection fo the patients. Except For nursing homes, the findings above are disclosable 90 days following the dats
of survey whether or not a ptan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14 days foflowing
fhe date these documents are made avallable to the facliity. If deficiencies are clted, an approved plan of correction is requisite % continued program
participation.

Stafe-2567 40l8



CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES {%1) PROVIDER/BUPPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORREGTION IDENTIFIGATION NUMBER: . COMPLETED
A BUILDING
050343 B. WING 07/2212010
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY. STATE, ZIP CODE
UNIVERS[TY OF CALIFORNIA |RVINE MEDICAL 101 THE CITY DRIVE SOUTH , ORANGE, CA 92868 ORANGE COUNTY )
CENTER )
X4y 0 SUMMARY ETATEMENT OF GEFICIENCIES D PROVIDER'S PLAN OF CORRECTION X5)
PREFIX (EAGH DEFICIENCY MUBT BE PRECEEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE CROBS- COMPLETE
TAG REGULATORY OR LSC IDENTIFYING NFORMATION) TAG . REFERENCED TO THE ARPROPRIATE DEFICIENGY) DATE
Continued From page 4
R STAFF EDUCATION
the surgery started at.0713 hours and lasted until Perioperative s'téf'f were immediately 07/30/10
1940 hours. inserviced on the reguirément of separate
. time outs when two or more procedures
The Nursmg _lntraoperaﬁve Record, dated -10: were being perfbiimed on the same patient.
revealed that a first, second and final count was | Tnservicing was also provided regarding
documented, but at unknown times “and/or at what the requirement of additional counts |
segment of the surgery. There was no count done - | for procedures involving more than one
when Surgeon A left the operating room and/or prior incision and/or procedure on the same
to Surgeons B and C beginning their surgical patient. Education was provided by the X
procedures. As per the hospitals P&P when more Perioperative RN Educator during in-person
than one procedure would be done on the same educational meetings held weekly on
patient, additional time-outs should be conducted Thursday mornings. Attenéance s .
. R mandatory for all full time staff and ig
to corfﬁrm each subSEquenF procedure’ and discuss evidenced by sign-in sheets. Per-diem 08/15/10
any discrepancy, such as incorrect sponge counts, staff were educated via email which
The three sels of count personnel (Circulating included "return receipts" to the
Nurses and Scub Technicians) documented their | Educator. Any per diem staff member not
break times; however, there was no additional | providing a “"return receipt” was
count documented when they wereé relieved, There personally contacted by Educator and
was no additional count documented during shift required to provide acknowledgment of
change among the incoming and outgoing staff to education materials.
determine an accurate count of lhe sponges, : I i
instruments and sharps being used in the operative A list of newly credentialed faculty |-08/15/10
field, the back table and the unsterile fleld, ‘surgeons is sent monthly te the (ongoing)
Perioperative Educator. The Perioperatite
_ . Educator sends an email communication
Rew-ev'f of the Nursing Intracperstive Record, dated to the surgeon(s) summarizing the
-10- revealed that it was during the second “Counts” policy. The email contains a
count, al an unknown time and segment of the “1ink” to the hospital’s policy website
|surgery, that an incomect sponge count was which will enable the surgeon to have
determined. The bagged sponges were recounted access to the entire policy. The email
and an additional count was initiated per hospital's is tagged with a “return receipt” to |3
P&P. An unidentified surgeon was nofified and ensure the Educator is able to validate‘l.::
approved a request for an x-ray. However, no x-ray the surgeon has received the email. ‘e
was taken at this fime per documentation. The Any emails without “return receipts” =
surgery was resumied and the third sponge count will be followed up the Educator.
again was Incorrect prior to the surgical wound D
Event ID:JUDF 11 21102011 8:45:31AM D
LABORATORY DIRECTOR’S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE %) DATE
\J
Any deficiency statement ending with an asterisk {*) denotes a deficiency which the institution may bs excused from correcting providing # Is defermined r—\g—

that other safeguards provids sufficlent protection fo the patients. Except for nursing homes, the findings above are disciosable 80 days foliowing the date

of sutvey Mer or nol & plan ot correction is provided. for nursing homes, the above findings and plans of correction are disclosabie 74 days following
the date these documents are made avallabie o the faclty. if deficlencies are clted, an approved plan of correction is requisite to continved program

participation,

Slata-2867

ax




CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY

DEPARTMENT OF PUBLICHEALTH
STATEMENT OF DEFICIENGIES 24} PROVIDERBUPPLIERICLIA 0X2) MULTIPLE CONSTRUCTION
AND PLAN OF CORREGTION IDENTIFIBATION NUMBER: X ' M&m
A BUIDNG
050348 B.WING
07/22/2010
NAME OF PROVIDER OR SUPPLIER BTREET ADDRESS, CITY, STATE, ZIP CODE
UNIVERSITY OF GALIFORNW (RVINE MEDICAL _ 407 THE CITY DRIVE SOUTH , ORANGE, CA 92868 ORANGE COUNTY ’
CENTER ) :
2T SUMMARY STATEMENT OF QEFICIENGIES p PROVIDER'S PLAN OF GORR
PREFIX {EACH DEFICIENGY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION sﬂochmnag :Ross co.f‘,f’m
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG . REFERENGED TQ THE ARPROPRIATE DEFICIENGY) DATE
Gonfinued From pags 4
: Page SA
(continuation from page 5} -
New residents/fellows are educated on the OR | Annually in
"Counts" policy upon arrival at the Medical July
Center. An email is sent to all incoming residents) {ongoing)
and fellows which summarizes the "Counts”
policy. The email contains a "link" to the hospitaFs
policy website which will enable the resident/
fellow to have access to the entire policy.
3rd and 4th year medical students are oriented to Annually in
the OR and the "Counts" policy during their June
formal OR onentatlon which also 1nc1udes (ongoing)
education on gowmng, glovmg and scmb
techniques.
MONITORING a
Observational monitoring was implemented ‘| 07/30/10
to assure continuous compliance with policy. (ongoing)
Monitoring will remain in place until 100%
compliance is achieved and sustained for
3 consecutive months. Results of monitoring
will be presented to the OR, Organizational
Performance and Medical Executive
Committees and Governing Body.
RESPONSIBLE PARTIES:
Director, Medical Staff. Administration
Director, Graduate Medical Education
Perioperative RN Educator
—~
Sth
—
1 C—
—
—
-
i (]
‘ |
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Continued From page 5
closure. A KUB (Kidney, Ureter, and Bladder) x-ray POLICY REVISION
was " {aken on -10 at 1840 hours. A KUB is a The hospital‘s Policy & Procedure
p}ain- X-ray of the abdomen. It Is often on "Counts-Sponge, Sharp, Instrument
by an upright vi est (to
suppleme'nted y Pright view Of,the ch { and Small Ttems" was immediately
rule out air or other problems under the diaphragm).
revised to require a full
The x-ray was read by Surgeon C not a radiologist. field image or images. If a retained
Per the operative report by Surgeon C, dated item is not seen on the x-ray by the
-10. there was no evidence of a foreign body in Attending Surgeon, then the surgeon
the film takt'an and so thfa surgical incision w.as or his/her designee (with an
closed. Patient X went directly to ICU (Intensive - c ]
. a riate scope ]
Care Unit) and had another KUB x-ray taken on PPTOPT P& ol practice)will
-10at 2140 hours. contact the Radiology resident and
ask for a review of the image(s).
on [0, the radiologist who reviewed the KUB The Radiology resident will notify
x-ray taken in the Operating Room on -10 the surgeon if a retained item is
: i e surgeon's ings. : . .
agrfaed ) with .th g findings. The  same viswalized so it may be removed. If
radiologist reviewed the second KUB x-ray, taken in .
the ICU, and reported a retained laparotomy sponge the resident does not see a retained
on the right upper quadrant of the abdomen, above item, an Attending Radiologist will
the liver and under the diaphragm. The two chest review the image(s)and confirm there
x-ray views, taken on -10 at 2341 hours, further are no retained items per .
<_:onﬁrmec.i ﬂ?e presence of the laparotomy sponge radiological exam. The circulating
located high in the upper abdomen. .
RN will document who read the x-ray
on -10' Patient X was brought back to surgery and the outcome in the OR record.
to retrieve the retained laparotomy sponge. Patient
X, once again, was exposed to the risks and
possible complicaticns of anesthesia and surgery 3
such as infection, bleeding, drug reactions, blood ~
. . |
clots, paralysis, brain damage, heart attack or —
death. Surgeon C's operalive report, when the
releined foreign body was refrieved on -10, [—
. U
stated 'The sponge appeared to have been
previously foided and was probably consistent with "r\';
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Page 6A
(continuation from Page 6)

Policy changes. were communicated to all
periopérative staff by the Perioperative RN
Educator during in-person educational meetings
held weekly on Thursday mornings. Attendance
is mandatory for all full time staff and is evidenced
by sign-in sheets. Per-diem staff were educated
via email which included "return receipts” to the -
Educator. Any per diem staff member not
providing a "return receipt!’ was personally
contacted by the Educator and required to provide
'acknowledgement of education materials.

A list of newly credentialed faculty surgeons is
sent monthly to the Perioperative Educator by the
Director, Medical Staff Administration. The

Perioperative Educator sends an email communicafion

to the surgeon(s) summarizing the "Counts"
policy. The email contains a "link" to the hospital’d
policy website which enables the surgeon to have
access to the entire policy. The email is tagged
with 2 "return receipt” to ensure the Educator is
able to validate the surgeon has received the email
Any emails,without "return receipts” will be
followed up by the Educator. '

New residents/fellows are educated to the OR
"Counts" policy upon arrival at the Medical Cente!
‘An email is sent to all incoming residents/fellows
which summarizes the Counts policy. The email
contains a "link" to the hospital's policy website
which will enable the resident/fellow to have
‘access to the entire policy.

3rd and 4th year medical students are oriented to
the OR and the "Counts" policy during their
formal OR orientation which also includes
‘education on gowning, gloving and scrub techniqu
RESPONSIBLE PARTIES:

Director, Medical Staff Administration

Director, Graduate Medical Education
Perioperative RN Educator
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a sponge placed on refractor body wall at the time
of the initial surgery.” i
On  7/21/10at 1300 hours, the Director of A further review of the automated
Perioperative Services was iplerviewed. She was intraoperative record system (SIS)
unablé to determine the times when the sponge revealed that the SIS system auto-
counts were done and why there were no sponge matically generates a time starip
couni times indicated on the intraoperative record, each time a sponge count entry is
She was unable to explain why there was no made. The “"time stamp" is retained
documentation of a change of shift count elther, in"the system's data file, but it
does not print on the hard copy
On 7/21/10 at 1430 hours, RN 6, ore of the break of the intraoperative record. It
refief nurses for Patient X, stated that she would is, however, available for data
request an additional count and an extra time-out retrieval at all times.
every tfime there was a change of surgeons and
. . STAFF EDUCATION
between multiple procedures on the same patient ) -
. i . . All staff received additional 07/30/10
to prevent retained foreign bodies, as written in the q . s .
o ocumentation training during the
hospital's P&P. weekly Thursday morning in-person
educational sessions conducted by
Or) 7/22/10 at 1530 hours, RN 7 stated that the the Perioperative Educator.
incoming shift should be counting with the outgoing ‘Attendance at the educational
shift. RN -7was unable to show per documentation meetings is mandatory- for all full
when the shift count was done for Patient X. RN 8, time staff and is evidenced by
at 1600 hours, verbalized counting the "countables" ‘sign-in sheets. Per diem staff'were
on the table during break reflef for Patient X's educated via email which included’
surgéry but acknowledged not documenting in the "return receipt” requests to the
patients record. As a circulator nurse, their goal Educator. Any per diem staff not 08/15/10
was fo keep the counting board current and providing a "return receipt” was
accurate for the whole surgical team. Scrub ‘personally’contacted by the
Technician 1 agreed. Educator and required to provide I3
. acknowledgment of education fon g
The facllity falled to follow their P&P for surgical matexials. a
sponge counts between procedures whén two or ﬁ-’—-‘
more procedures were performed on the same ,_L
patient, when there was a change of the fina 3 %)
Event ID:IU0OF11 271072014 8;45:31AM
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member of the original team, and at change of shift. MONITORING
Observational monitoring was 07/30/10
This facility failed to prevent the deficlency(ies) as implemented to assure continuous (ongoing)
described above that caused, or is likely io cause, compliance with polic Monitérix
serious injury or death fo the patient, and therefore P ) P Y- g
constitutes an immediate jeopardy within the will remain in place until 100%
meaning of Health and Safety Code Section .compliance is achieved and
1280.4(c). sustained for 3 consecutive
months.
RESPONSIBLE PFARTIES:
Perioperative RN Educator
Director, Perioperative Services
(or designee)
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