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The foliowing reflects the findings of ihe Department

of Public Health during an inspection visit

The Occurrence
Complaint Intake Number: *A 71 year-old female was admitted to
CAD0225145 - Substantiated Mission Hospital for a surgical removal

of an L3-4 interbody graft and
Representing the Depariment of Public Heaith: implantation of new hardware. The
Surveyor ID # 06783, HFEN surgical count was correct. On the

routine post operative x-ray to ascertain
The inspection was [imited to the specific faclity placement, a small retained foreign
event investigated and does not raprasent tha body was visualized. After further tests,
findings of a full inspection of the faclity. the patient was returned to surgery for

' le 8x5 mm metal screw

Health and Safety Code Section 1280.1(c For g’;‘m‘cszaaﬂ"pgaﬂ oﬁhe breakaway
purposes of this secion ‘immediala Jeopardy" portion of the implanted hardware.” Al
maans a situation in  which the licensee's this occurred on_ 2010.

noncampliance with one or mare requirements of

licensure has caused, o s fkely to cause, serious At that time, the breakaway portions of

WUW or dealh fo the patient the hardware were not included in the
formal surgical count. However, the

DEFICIENCY CONSTITUTING IMMEDIATE surgeon conducted his own count, as

JEOPARDY per his personal practice, and the two

screw caps were counted. It remains
unknown how one of the screw caps
was retained.

T22 DIV 5 CH1 ART3 - 70223(b)(2) Surgical Servica
General Reguirements

(b) A commitesa of the medical st shall b
assignad responshillity for:

(2) Development, maintenance and implementatiol
of written palldes and procedures in consuitation
with other appropriale health professionals and
administration. Policles shall be approved by the
govemning body, Procedures shall be approved by
the administration and medical staff where such is

appropriate,
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The abave regulation was NOT met as evidenced
by:

Based on medical record review, steff Interview, and
raview of policles, the faclity falled 1o ensure
implementation of policies addressing the counting
of miscellaneous items that had a potential for
being retained during a surgical procedure.  This
resulted In a melalllc breskawsy tab from an
implent being retalned after surgery on 10. The
retained implant tab necessRated the patlent egain
undergo the risks and compiications of general
anasthesia and possible infection when she had to
be retumed to the operating room the seme day for
a second surgery fo have the refained objact
remaved.,

Findings:

On B/22/1D, medical record raview for Patient 1
revealed B discharge summary In which the
physician documented Patient 1underwent back
surgery 10 without any complications,
*accepting that one of the two breakaway tabs for

the Cross-link was retained and she underwent a |-

second surgery that night to take out the

breakaway tab."

On 6/22/10, during Interview, the physiclan stated
the breakaway tabs are removed during surgery
with a tool that holds the breakaway tabs when
they are removed. The physiclan staied that during
the surgery, when he removed the tabs, he shook
the tool removing each of the breakaway tabs and
countad then with the surgical techniclan that

The patient was x-rayed in the recovery
room to check the placement of the
hardware. At that time, the screw cap
was seen floating in the epidural space.
A confirming MRI was conducted. The
surgeon spoke with the patient and the
family, and gave them the option to
leave the part in or to return to surgery
and remove the cap. The surgeon and
the family agreed to retumn to surgery
and remove the screw cap.

The surgery department did not notify
their management staff and did not file
an (ncident report; thus the proper
nolification to your office did not occur at
that time. During a routine review of
*unplanned return to surgery” charts, the
return to surgery for a retained foreign
body was noted. CDPH was
immediately notified on Aprll 6, 2010.

A. Corrective plans and actions

—_— -

In response to Mission .
Hospital's investigation of the ’
incident, several corrective )

actions and changes in policy /

and procedure were conducted: .
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placed them on the Mayo/instrument stand.
However, an x-ray taken In the PACU (Post
Anesthesla Care Unit) showed a metallic foreign
body to the right within the spinal canal and the
patient had to be retumed to the operating room to
remove the metal tab.

On 6/22/10, durng interview, staff siated thesa
breakaway tabs were not included in the count and
there was no poficy/procedure in place addressing
these breskaway tabs. Howaver, review of the
policy addressing the counts to ba performed
during a surgical procedure revealed the purpcse of
the counts was to account for ali ltems end to
fessen the polential for injury to the patlent as a
result of a retained foreign body. The “"Purposs®
glso stated “There will be a count performed for all
sponges, instruments, sharps, and misceilaneous
ftems on 8l sumical procedures In which the
possibfity exists that s sponge, instrument, sham,
or miscallaneous item could be metained” In
addilion, the policy described “miscellaneous
Rems* as items other than sponges, sharps, or
instruments thet have the potentlal for being
retained In a surgical Incislon. In violation of ils own
policy, the facllity falled to follow the protocol to
sccount for the breakaway tabs that had the
potential for being retained.

Review of the medical record revealed anssthesia
reports documenting Pslient 1had undergone
generai anesthesla for the Initial surgery and again
for the second surgery fo remove the retained

object on|Jjjjj10.

1. OR and Sterile Processing staff
were inserviced about the
Medtronic Crosslink Deformity
set (tray) (April 12-14, 2010).

2. The instrument tray count sheet
for this device was changed. A
picture of this break off tool was
placed on the count sheet. A
reminder was given to SPD staff
to inspect and confirm thatthe |
device was fully functional and |
ready for use (April 13, 2010).

3. The Medtronic Crosslink 5.5 !
titanium deformity set container
was [abeled to indicate all
screws to be counted and
added to miscellaneous count
(April 13, 2010).

4. The OR documentation system
(PICIS) for the surgical counts
was revised to include a
category for all miscellaneous
items such as the break away
tabs (May 2010).

a. Prior to this revision, the
. counts had included
only those items on the
AORN list, such as
sponge, needle, and
instrument counts.
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Continued From page 3
The facility's failure to ensure the implementation of b. Atthe time of the
the established policy regarding accounting . for Incldent, community
miscellaneous items with the polential for being standard is that these
retained during a surglcal procedura 8 a deficisncy kinds of miscellaneous
that has ocaused, or likely to cause, serious items (break away tabs)
injury or death to the patient and therefore are not included in the
constitules an Iimmediate Jjeopardy within the surgical counts.
meaning of Heakth and Safely Code Section 5. Alist of miscellaneous items
1280.1(c). has been expanded and
discussed with staff. These lists
This facility falled to prevent the deficency(ies) as were incorporated into a revised
desatbslc:“above ;heattht;s:: or Is likely u:he caL;:. count policy.
seiious Injury or dea patient, and there 8.
consfitutes an immediate [ecpardy within lhe I:;:\:\L:)rgigcct’it’enggf::g::g the
meaning of Heslth and Safely Code Seclion taking of x-rays to assure
1280.1(c). placement of hardware in OR
prior to close. The surgeon ;
ordered the x-ray for the post
operative time. This case was
sent to physician peer review _
(April, 2010).
7. OR policy was revised so that x-
rays to determine proper
hardware placement will be
required before the patient
leaves the OR. This policy
change was discussed and
approved by the Surgical
Executive Committee (July
2010), the Medical Executive
Committee (July 2010), and the
Board of Trustees (July 2010).
32612011 9:32:49AM
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ntinued From page 3 n/ 8. OR contacted Medtronics to
TheNgcility's fallure to ensure the im tion of inquire If there had been any
the esiaplished policy regarding unﬁns for reports or similar occurrences.
misceiia ‘ for being Medtronics formally replied that
ia a deficiency there have been no such reports
that has caus to cause, serious (April, 2010). An FDA report i
njury or death the ~patient and therefora was sent to MedSun related to
constitutes  an  imme leopardy  within  the the tools used to break off the
meaning of Health /anth\ Salsly Code Section tabs, under the Safe Medical
1282%(c). Device Act. (April 2010)
This faciity fafiéd to prevent the defidency(ies) as ;
mﬁ : mh: o 15 lkelynp causs, B. Responsible Party - Director of
@ patient, and a;rafora Surgical Services/designee
cansli an Iimmediate jeopardy  within \tha urgical e igne i
mea of Heglth and Safaly Code 8 .
128801(c). C. Monitoring
The circulating RN is responsible to
document all counts on the
intraoperative record. The circulating
RN verifies the presence of any A
miscellaneous items prior to closure and :
documents on the intraoperative record
as appropriate. Any count variation Is
reported immediately and count policy is
followed — including x-rays ~ prior to
close. Monitoring Is ongoing and has
become part of Standard work.
D. Actions were completed by July
28, 2010, or as indicated.
Monitoring continues as
described.
| |
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