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Complaint Intake Number.
CA00225145 - Substantiated

The IbIlDwIng renects the ftndlngs of the Department
of Public Health dumg an InspecUon visit

Representing the Department of Public Health:
Surveyor 10 fI. 08793, HFEN

The Inspection was limited to the specific facllJly
event Investfgated and dOes not represent the
ftndlngs of a fulllnspecUon ofthe faclDty.

The Occurrence I

-A 71 year-old female was admitted to \
Mission Hospital for a surgical removal \
of an L3-4 Interbody graft and
implantation of new hardware. The
surgical count was correct. On the
routine post operative x-ray to ascertain
placement, a small retained foreign
body was visualized. After further tests,
the patient was returned to surgery for
removal of a single 8x5 mm metal screw
cap which was part of the breakaway
portion of the im~rdware. - All
this occurredon~ 2010.

At that time, the breakaway portions of
the hardware were not included in the
formal surgical count. However, the
surgeon conducted his own count, as
per his personal practice, and the two
screw caps were counted. It remains
unknown how one of the screw caps
was retained.

IMMEDIATECONSTITUTINGDEFICIENCY
JEOPARDY

Health and Safely Code Section 1280.1(c): For
purposes of this section "lmmedlaIB Jeopardy
means a situation In which the licensee's
noncompliance with one or more requirements of
licensure has ceused, or Is likely to cause, serious
Injury or death to the patient

122 DIV 5 CH 1 ART3 - 70223(b)(2) SUIgJcal Service
General ReqUirements
(b) A commlUee of the medical staff shall b~

assigned responsibility fir.
(2) Development, maintenance and Implementalfo
of wrItten pollcles and procedures in consulta6on
with other appropriate health professJonals and
administration. Policies shall be approved by the
govemlng body. Procedures shall be approved by
the administration and medIcal staff where such Is
approprlale.
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The ab0v8 regulaUon was NOT met as evIdenced
by:

Basad on medical record Il!IVIew, staff InlBrvlew, and
review of pollcl8&, It1e racUlly fallecl to ensure
Imp/ementallon of policies addresK1g the countk1g
of rnJsceIlaneous items that had a potential fer
being retained during a aurglcal P[OC8dlJ8. 1lIIs
resulted n 8 mela/Dc breakaway lab from an
Implant baIng retained after surgery on .10. The
relBlned implllnt tab necesslaled the p;ient &gllln
undergo the risks and ccmpDcatlons of geneIBI
anasthaala and possible infecllon when she had to
be returned to the operating room the same day ra
a HCXlnd surgery to have the mlalned object:
removed.

Flrdngs:

On Bl22J1 D. medfcal record review For PaUent 1
revealed 8 dlacharge summary In whIch the
physician dOaJmentad Patient 1 underwent back
surgery .1Dwithout any complications,
"accepting that one of the two breakaway tabs for
the Cross-link was retained and she underwent e
second surgery that night to take out the
breakaway tab.·

On 6122110, dUring Intervlew,lhe physician staled
the breakaway tabs are removed during surgery
wIth a 1001 that holds the breakaway tabs when
they are removed. The physician slated that durIng
the surgery, when he removed the tabs, he shook
the tool removing each of the breakaway tabs and
counlad than with the sUlQlcailechnlclan 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 return to surgery
and remove the screw cap.

The surgery department did not notify
their management staff and did not file
an Incident report; thus the proper
noUflC8tion to your office did not occur at
that time. During a routlne review of
"unplanned return to surgery" charts, the
return to surgery for a retained foreign
body was noted. CDPH was
immediately notified on April 6. 2010.

A. Corrective plans and actions

In response to Mission
Hospital's investigation of the
Incident, several corrective
actions and changes In polley
and procedure were conducted: :

I
I

/
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placed them on the Mayollnstn.ment stand.
HoWever, an x-ray taken In the PACU (PO&t
AnesthesIa Care Unit) showed a metallic foreign
body to thIl right within the spinal canal and the
patient had to be returned to the operatlrtl I'DOrt1 to
remove the melallab.

On 6/22110. durlng InteMew, staff stated these
breakaway mba wel'll not Included In the count end
there was no poicylprgcedul8 In place addressing
these breakaway labs. Howevar. review of the
poIk:y addressing the counts to be perfDlmed
during a surgical procedure ravealed the purpose of
the caunt! WBS to account far all Items end to
lessen the potential for Injwy to the patient as a
result of a retained foreign body. The ·PurpCS&"
also stated '11Iere wUI be a count perfaimed for all
sponges, Instruments, sharps, and miscellaneous
Items on al surgical procedures In which the
posslbrrty exists that a apanga, Instrument, sharp,
er mIsceIIaneaus Itsm could be retained.· In
addillon, the policy described "miscellaneous
Items" as items other than sponges, sharps, or
Instruments that have the potential for being
retained In a surgical IncisIon. In violation of lis own
policy, the facility failed to follow the protocol to
BCCClUnt fDr the breakaway tabs that had the
potential ror being retained.

Review of the medical record revealed anesthesia
reports documenting Pallent 1 had undergone
general anesthesia for the Initial surgery and agaIn
fer the second surgery to remove the retaIned
object on.10.
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1. OR and Sterile Processing staff
were Inservlced about the
Medtronlc Crosslink Deformity
set (tray) (April 12-14, 2010).

2. The instrument tray count sheet . l
for t/:1is device was changed. A !

i
picture of this break off tool was !
placed on the count sheet A !
reminder was given to SPO staff

!
i

to Inspect and confirm that the i

device was fUlly functional and \
ready for use (April 13, 2010). !

3. The Medtronlc Crosslink 5.5 i
!

titanium defonnlty set container ,
1
!

was labeled to Indicate all I
screws to be counted and

!

1
added to miscellaneous count !,

(April 13,2010).

I4. The OR documentation system
(PICIS) for the surgical counts

~--
was revised to include a
category for all miscellaneous
items such as the break away
labs (May 2010).

a. Prior to this revision, the
counts had inclUded I
only those items on the
AORN list, such as
sponge, needle. and
instrument counts.
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The facility's failure to ensure the mplemenlBlIon of
the established policy regarding accountlng. fer
miscellaneous Items wIth the polen6s1 for being
retained during a &UJglcel procedure 18 B deflalency
that has caused, or is II<a1y 10 cause, serioua
Injury or death to Ihe paUsnt and therefore
constitutes an ImmerialB Jeopardy within the
meanlng of Heallh and S8f8ty Code Section
1280.1(c).

ThIs facUlty faDed to prevent the deliciency(lea) as
desalbed above that caused. or Is likely to cause,
seri:lus Injury or death 10 the patient, and therefore
constitutes en bnmediaIB Jeopardy wllhln Ihe
meaning of Health end Sarety Code 5ecIIan
1280.1(c).
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b. At the time of the
Incident, lXlmmunity
standard is that these
kinds of miscellaneous
Items (break away tabs)
are not Included in the
surgical counts.

5. A list of miscellaneous Items
has been expanded and
discussed with staff. These lists
were Incorporated into a revised
count policy.

6. The surgeon did not follow
common practice regarding the
taking of x-rays to assure
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. "rhis 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).

I
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B. OR contacted Medtronics to
Inquire If there had been any
reports or similar occurrences.
Medtronics formally replied that
there have been no such reports
(April, 2010). An FDA report
was sent to MedSun related to
the tools used to break off the
tabs, under the Safe Medical
Device Act. (April 2010)

lhIs facility raped to pravsnt the de ency(Jea) as
desal:Jed abdve that, caussd. or Is llkel CBU&8.

serious In or death 10 the pallen~ and ~forB
con511 an immediate Jeopardy· within !he
mea of Heellh and Safely Code S
1. 1(c).

B. Responsible Party - Director of
Surgical Services/designee

C. Monitoring

The circUlating RN is responsible to
document all counts on the
intraoperative record. The circulating
RN verifies the presence of any
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
2B, 2010, or as indicated.
Monitoring continues as
described.
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