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and administrative responsibility for the
services rendered. The outside resource, when
acting as a consultant, shall apprise the
administrator  of recommendations, plans  for
implementation and  continuing  assessment
through dated and signed reports which shall gm — + eitaciive irfBitel
. - i ion of equipment effective immediately
be _ retained byv the administrator  for  follow-up Review of scheduled OR cases for the next 48 Initiated on
action and evaluation of performance. hours and continuing on a rolling 48 hour 8/6/2009
schedule,
Findings: - Surgical instrumentation of each case will Completed
: . be opened and inspected. 9/4/09
The facility failed to ensure that staff were - Removable components will be
aware that a specialized surgical instrument disassembled and instruments will go
required disassembly before cleaning, through the complete cleaning and
; . . sterilization process.
processing and prior to use of the instrument. Responsible Parson
An outside contraclor was responsible  for Admin Director, Surgical Services
training staff regarding use and cleaning of the Surgical instrumentation, fre tly used f Initiated
; ; = ion, frequently used for nitia
|nsm'1ment and was on site at the 1|m<_a ~the emergency procedures, including add-on &/6/09
debris was discovered on the specialized orthopedic procedures, will be identified. Campleted
instrument. Between 8/1/08 and  7/31/09, - Surgical instrumentation will be opened and | 9/4/09
; : inspected.
twelve  (12)  patients unden.ve.nt a . surgical - Removable components will be
procedure  where the  specialized  instrument disassembled and instruments will go
was either used, or was in the instrument tray through the complete cleaning and
— ; sterilization process.
set. As a result of the facility's failure 'to ensure - Surgical technicians will inspect Initiated
that staff had knowledge that the instrument instrumentation prior to using in the operative | 6/6/09
required disassembly, prior to processing, 11 field. . Ongoing
of the 12 patients were potentially exposed to Responsible Person i
P P y P Director, SPD/Supply Chain
blood borne pathogens.
} Infection controt consultation regarding the
On 8/6/09at 10:15AM., the Department was } effadi;gn_ess of the sterilization. »
informed that, "What appeared to be red éver:;fy RAlicTs and helr shysleians:of the gg',%'ged
colored-debris/old blood was discovered on a - Offer blood bome pathogen blood testingto | Completed
self-retaining  screwdriver,” that was used pAatients : ' 8/30/09
; : i . h - Arrange to pay for the blood bome testing
dunn.g. hup(fracture. surgery on 7/31/09 Per t e{ - Patient testing by nan-Scripps Health
Administrative  Director, the sheath of the laboratory services.
specialized instrument, separated from the ‘ Responslble Person
Manager, Epidemiology
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shaft of the instrument while the surgeon was
manipulating the instrument and at that point,
the, "Surgeon noticed the red colored New instrumentation received in SPD will be Initiated
debrisiold blood" th haft f th disassembled, photagraphed and entered into an 8/10/09
genrsro 2 on ne shalk o 8 instrument photo catalog along with a copy of Ongoing
instrument. Per the Administrative Director, OR manufacturer’s instructions.
staff members  (surgeon, registered  nurses, H::P‘?"gb“’tp“;m cal Sarvi
‘surgery  technicians) and  Sterile  Processing i Ehrecion urgleal s ervites
Department (SPD) staff members all stated - The photo catalog will be created and used
they were unaware that the specialized aga reterence for SPD or OR staff when Initiated
instrument separated into two parts.  Per the gg;;f:;?""g' Cleaning and sterilizing g;gé?r?
Administrative  Director, a Manufaclurer's - Creation of an education tracking spread 4
Representative (MR) was always present in the sheet to easily identity employee training on
operating room [OR] whenever the tray with the new equipment ,
oo . - Inventory “on consignment” instrumentation
specxallzed‘ instrument was used. The MR was to evaluate the need to keep or delete
present during the 7/31/09 surgical procedure. instrument kits.
Responslible Person
. i / i
On 86/09at 10:40AM., the Director of the Digsstey; SPDRStpRY Oteln
Sterile  Processing  Department  [SPD]  stated Monltoring
the sterile processing staff wash and dry the The D’u“-‘dg- SF'DI/SUDPW C?ain will: ;
. . - Maintain a cleaning reference photo catalog | Initiated
lnstrumet.wts, and ) the m?nufacturer S for new instrumentation 8/10/09
representative comes in and, ‘"puts the kit - Create and maintain an employee education | Ongoing
together.” The SPD Director stated that the tr;cking log
< : " - Review consignment instrument sets
sterile  processing staff, Were A nof) aTware the inventory routinely to remove infrequently
sheath came off the screwdriver. he SPD used instrument kits
Director stated the manufacturer's
representative had not provided a manual or Purcrwtase c%mtputerized 'softwarre for equipment Budgeted
i ) inventory, photos, manufacturer's for 2010
binder rglated to 1he lns.trumem trgy. and had recommendations and employee training
not provided any in-service education to SPD Responsible Parsons
staff within the past 12 months related to the Dge‘?TOF._SF’D/SUDPW Chain and
specialized instrument tray used to repair a Atimin Dirtor, Surpical Serviess
traumatic hip/femur fracture. |
On 8/10/09at 910AM., the OR Manager
stated. "No one in OR knew that this'
specialized instrument came apart until the \ |
il
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incident on 7/31/09, there was no in-service
training by the manufacturer's representative
until now."

On 8/10/09 at 9:20AM., the Manufacturer's
Representative (MR 1) who was present when
the incident occurred on 7/31/09 stated, "The
screwdriver was coated in a black-colored,
gel-like material that appeared to be blood, not
fresh  blood." MR 1stated, he knew the
instrument came ‘apart, but he was not aware
that the OR and SPD technicians did not know
this specialized instrument came apart. MR
1stated it was the responsibility of the MR to
provide in-service training to OR and SPD staff
with regard to proper use and cleaning of
instruments  supplied by the vendor. MR 1
stated he had not provided the facility with any
written  procedure  manual regarding cleaning
the instruments in the specialized tray. MR 1
stated that the instrument should be taken
apart in the OR, decontaminated, and sent to
SPD for  processing. MR 1 stated  the
instruments should not be reassembled after
cleaning, they need to be aparl when
autoclaved, and then reassembled under
sterile  conditions when the tray is opened in
OR

Manufacturer's Representative 2 [MR 2] stated,
during a phone interview on 8/10/09 at 4:10
P.M., he “Typically gives an in-service
presentation one week before or after an
instrument tray is brought in" MR 2 stated, "l
can't recall the date | gave an in-service to
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facility staff, but I'm sure it tcok place. | may or
may not have demonstrated removal of the
sheath on the specialized instrument. i may
not have trained every single one on them in
SPD." MR 2 stated the instrument sheath is
typically separated from the screwdriver and is
reassembled when the fray is opened in OR.
MR 2 stated it was, "not typical to give OR or
SPD a manual (related 1o a specialized
instrument tray), (the) facilty has been asking
for these."

MR 1and MR 2were unable to provide any
documentation or evidence that any in-service
training was provided to facility OR and SPD
staff relaled to cleaning and processing of the
specialized instrument {ray prior to the incident
on 7/31/09.

"On  8/10/09, the facility provided a listing

identifying 12 patients who had surgery that
required use of the specialized tool. The listing
was reviewed with the Infection Control Nurse
(ICN). The ICN stated, on 8/10/09at 10:10
AM. that no post-operative infections were
identified related to any hipfemur fracture
repairs during the previous 12 months. The
I[CN stated the facility notified 7 of 12 identified
patients (the tray was new when used on the
first patient, 3patients had expired, and 1
patient did not have a procedure that required
use of the specialized too) of the risk potential
and offered, at no charge, blood borne
pathogen testing [HIV, Hepatis B & C] and
follow-up for 1 year.
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Review of facility documentation related to OR
and SPD staff hire and in-service education
dates reflected that 26 of 106 (24.5%) OR staff
members were hired after 8/1/08, and 7of 21
(33%) SPD staff members were hired after
8/1/08. Review of in-service education
presentations for OR  staff reflected 28
in-services  between  8/1/08 through  7/31/09.
For SPD, the facility conducted 22 in-service
presentations  between  8/1/08 through  7/31/08.
None of the presentations given to OR and
SPD staff were related to the specialized
instruments used during a traumatic hip/femur
fracture repair.

The facility's failure to ensure that staff had
received appropriate training from an outside
contracted resource regarding the disassembly
and processing of a specialized surgical
instrument is a deficiency that has caused, or
is likely to cause, serious injury or death to the
patient, and therefore constitutes an immediate
jeopardy within the meaning of the Health and
Safety Code section 1280. 1 ( ¢).
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