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

Complaint Intake Number:
CA00424919 - Substantiated

Representing the Department of Public Health:
Surveyor 1D # 28183, HFEN

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

: RECEIVED
Health and Safety Code Section 1280.3(g): For ; CA DEPT OF PUBLIC HEALTH
purposes of this section "immediate jeopardy” ;
means a situation in which the licensee's - -
noncompliance with one or more requirements of ; FER 1 3 2017
licensure has caused, or is likely to cause, serious
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EAN DIEGO NORTH DISTRICT OFFICE

Health & Safety Code Section 1279.1 (a)

{a) A health facility 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 adverse event has been detecled, or,
if that event is an ongoing urgent or emergent threat
to the welfare, health, or safety of patients,
personnel, or visitors, not later than 24 hours after
the adverse event has been detected. Disclosure of
individually identifiable patient information shall be
consistent with applicable law.

Health & Safety Code Section 1279.1 (b)(1)(D)
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{b) For purposes of this section, "adverse event"
Includses any of ths following:

(1) Surgical events, including the following:
(D} Retention of a foreign object in a patient after
surgery or other procedure, excluding objects
intentlonally implanted as part of a planned
Intorvention and objects present prior to surgery
that are intentionally retainad,

Health and Safety Code Section 1278.1 (c)

{c) The facility shall inform tha patlent or the party
responsible for the patient of the adverse event by
the time the report Is mads.

The CDPH verified that the facllity informed the
patient, or the parly rasponsible for the patient, of
the adverse event by the time the report was mads.

Health and Safety Code Section 1280.3 (g)

{9) For purposes of this section "immediate
[eopardy" means a sltuation in which the licensee's
noncormpliance with che or more requirements of
licensure has caused, or is likely to cause, sarlous
injury or death to the patient.

Title 22 General Acute Gare Hospitals - 70223{b)(2)
surgical Service General Reguirements

(b) A committee of the medical staff shall be
assigned responsibility for:

(2) Davelopment, maintenance and Implementation
of writlen policies and procedures in consultation
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with other approprlate health professionals and
administration. Policles shall be approved by the
governing body. Procedures sheil be approved by
the adminlstration aind medical staff where such is
appropriate,

The above regulation was NOT MET as evidenced
by:

Besed on interview and record review, the hospital
falled 1o ensure that Oparating Room staff
implemented the hospital's policy and procedure
(P&Ps) for accounting for a complete count of lap
spongss (galize materlal used to absorb body fluld
during surgery} used on Patlent A during surgety on
10/8/14. This failure resulted in an 18 Inch by 18
ineh lap sponge baing left undetectad in Patient A's
abdomlnal cavity for a pericd of elaven waeks,
requlring an additional surgery, which included the
removal of scar tlesue, right falloplan tubs, and part
of calon,

Findings:

Patient A was admitted to the hospital on 10/8/14
for pre-term labor at 32 waeks gestation. The
patlent underwent a repeat C-section (Cassaraan
section - surgery to deliver a baby through In¢lsions
in the mother's abdomen and uterus after past
delivery by C-section) by MD 1 with uneventiul
delivery of infant. Patient A was then discharged
home on 10/12/14 with Instructions to schedule
postpartum foliow up at 6 weeks.

The clinical record was inltially reviewed on

Al. Immediate corrective steps included the
following: ¢ .
a) Communication of the event, and review of

| SHC Intraoperative Count policy and

expectations to SMBHWN OR staff members
commenced via daily huddles, morning and
afternoon reports, _

b) Count audits commenced for all cesarean

section cases {0 ensure compliance with policy.

¢) Count audits commenced for all cases to
ensure compliance with policy.

d)y Mandatory education and competency -
training for all surgical personnel involved
with counts was completed,

A2, Practice changes were evaluated and-
implemented based on review of the literature
and evidence based practice included:

a) Loading of the Sponge Accounting System
from the bottom up and horizontally with
radiopaque tape showing,

b) Use of visual reminders (signage),

¢) Lining the kick bucket with a clear plastic
bag vs. red biohazardous bag to allow for
easier visualization of contents, and

d) Confirmation prior to the start and at end of
case that the kick bucket is empty,

¢) Staff were provided access to view a video
on the Sponge Accounting System as well.
A3, Continved refinement of the sponge count
safety process included: .

a) Purchase of new adjustable IV poles with
improved layout for Sponge Accountying
System visualization, and

b) Continued refinement and implementation
of specific OR whiteboard standardized
documentation.

A4, Radiofrequney (RF) technology was
trialed, purchased and fully implemented at
SMBHWN,

12/26/14

12/26/14

12/30/14

1719/15

21/15 t

1/12/15

4/15/15

7121115
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12129114, According to the ED (Emergency
Department) note, dated 12/21/14, Patient A was
brought in by medics for fever, palh and
foul-smelling discharge from abdominal incigion

| site, The patlent was admitted with postoperative

wound Infection and had the wound opened,
irrigated and packed.

On 12/24/14, the patlent had an MRI (Magnetic
Resonance Imaging) done to assess an absoess
within the abdomen. According to the MRI report,

"The right lower quadrant abscess contains a

foralgn body which likely represents a retained
sponge." A CT (CAT scan - Computerized Axlal
Tomography - an X-ray Image of the body) was
done to further agsess the area, and aiso Identlfied
"a foreign body likely representing retalned surgioal
foreign body such ag a surglcal sponge.”

On 12/24/14 Patlent A was taken to the OR later
that evaning for exploratory laparotomy and removal
of retained forelgn body. The surgery also included
lysis of adhesions (removal of scar tissue), right
hemicolectomy with ileocolenic anastomosis
(removal of right side of colon with joining of small
intestine and remaining cofon), pattial

omentectomy (partial removal of thin fold of
abdominal tissue that encases the stomach, large
intestine and other abdominal organs), and right
salpingeciomy (removal of fallopian tubs) and lasted
4 hotira and 24 minutes. According to the operative
report, "The forelgn body comprised of a blug
plastic-like strip attached fo clot-like material
drenched in purulent fluld and it appeared to ba in
the precess of being degraded.”

Monitoting:

1. Observational audits of the count process
were conducted weekly x 4 weeks to verify
that the preop. intraoperative and final counts
were conducted following SHC policy and
SMBHWN standardized practice.

2. Observational audits were conducted
weekly x 4 weeks to verify modifications
adopied related to the kick bucket (use of
clear plastic bag and verification that bucket
is empty prior to initial count),

3. An audit survey (initial, 3-month and ¢ -
month subsequently) was conducted of OR
RN and serub staff to verify intraop
communication related to sponges oceurred
and was documented on the whiteboards.

Any instances of noncomplaince noted
during audit activity were addressed via the
just culturc/corrective action process. Results
were incorporated into the Quality Assurance
Program,

Responsiblo Party: OR Dirctor

27115

211715 .

3/31/15,
6/30/15,
12731115
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On 1/3/15 the patient was discharged from the

1 hospital.

On 3/6/15 at 2:30 P.M., during an interview with the
Clreulating Nurse (RN 1), she stated that the
C-section pack Includes 4 bundles of & lap sponges
oach, for a total of 20 lap sponges. RN 1 and the
Sorub Tech (ST 1) count the Individual sponges
with Patient A in the OR, Per RN 1, documentation
does not indicate If sponges were added to the
case, but the patient would not have left the OR If
counts were incorrest, RN 1 acknowledged that If
all counts ware done corractly, the patient would
not have a RFO (retained foreign object),

Oh 3/18/15 at 1 P.M,, ST 1 stated during an
Interview that lap sponges were counted three
separate times after the initlal count, ST 1 stated If
counts were incorrect, the RN circldator and scrub
tech "would fet MD know count 1s off and stop
closura."

MD 1 he longer works af the facility and was
unavailable for interview,

According to the facility's policy, Intracperative
Counts, dated 1213, Sactlon lll, TEXT, A. Dual

 Responsibiiities "1, Gponge, sharp, miscellaneous

items and Instrurment counts are the dual
responsibillly of the scrub person and the RN
Circulator with full accountabllity for the process. 2.
The RN Clretdator and scrub persen will conduct a

- | systemnatic and accurate accounting ¢f all counted

itame. This Is Important to help prevant patient
Injury as a result of a forelgn body.” Then, Section
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{ abdominal cavity was not correctly accounted for

fll. B, RN Circulator Responsibilitios, "Maintain an
docurate ongoing count tally sheet/board of added
ltems to the stexile field."

The policy further indicates under Saction Iil, D.
Ganeral Count Congsiderations, "4. An initlal count
‘shall be conducted prior to the Inclslon or
procedure to establish a bassline... 6. When
additional counted fiems are added to the sterile
field, those ltems will bs counted and added to the
rurnihg sount tally on the white board.., E.
Subsequent/Additional Counts shall ba taken: 1.
Before closure of a hollow organ or cavity within a
cavity,,2. Befora cavity or wound closure begins...
3. At skin closure of each Inclston or end of sach
procedure.,.."

The policy further indicates, under I, Sponges and
Other Miscellanaous ltems, 5. Sofled sponges
should be fully opened, counted and then placed in
plastic counting/viewing bags with opadque backs
designed for that purpose, and remain avallable for
viewing until the final counts have bean conducted,”

The facility falled to follow thelr policy and
procadire as it related to counting the lap sponges
in the OR, The lap sponge left in Patlent A's

pursuant to the facility's policy on Intraoperative
Counts. The practice is the kesp tha running count
tally oh the white board in the OR. The white board
is erased after surgery and Is not part of the
patient's medical record,
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This facliity falled to prevent the deficiency(les) as
described above that caused, or Is likely to cause,
serlous injury or death to the patient, and thereforae
constitutes  an  Immediate  Jeopardy within  the
meaning of Health and Safely Code Section
1280.3(g).
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