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The following reRects the findings of the 
California Department of Public Health during 
the investigation of a complaint/self-reported 
event. 
Complaint Number: CA00197618 

The investigation was limited to the specific 
complaint and the investigation does 
represent the findings of a full inspection of 
facility_ 
Representing the Department of Public Health: 
Galen Gattis, RN/HFEN 

not 
the 

Health & Safety Code Section 1280.1 (c) For 
purposes of this section "immediate jeopardy" 

I means a situation in which the licensee's
inoncompliance with one or more requirements 
: of licensure has caused. or is likely to cause, 
I serious injury or death to the patient. 

Title 22 • 70713 - Use of outside resources: 

If a hospital does not employ a qualified 
professional person to render a specific 
service to be provided by the hospital, there 
shall be arrangements for such a service 
through a written agreement with an outside 
resource which meets the standards and 
requirements of these regulations. The 

responsibilities, functions, objectives and terms 

of agreement including financial arrangements 
and charges and of each such outside 
resource, shall be delineated in writing and 
signed by an authorized representative of the 
hospital and the person or the agency I 

I providing the service. The agreement shall i 
Ispecify that the hospital retains professional i 
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Findings: 

The facility failed to ensure that staff were 

aware that a specialized surgical instrument 

required disassembly before cleaning, 

processing and prior to use of the instrument, 

An outside contrac1or was responsible for 

training staff regarding use and cleaning of the 

instrument and was on site at the time the 

debris was discovered on the specialized 

instrument. Between 811/08 and 7131/09, 
twelve (12) patients underwent a surgical 

procedure where the specialized instrument 

was either used, or was in the instrument tray 
set. As a result of the facility's failure to ensure 
that staff had knowledge that the instrument 

reqUired disassembly, prior to processing, 11 
of the 12 patients were potentially exposed to 

blood borne pathogens, 

On 8/6109 al 10:15 A,M" the Department was 

informed that, "lMlat appeared to be red 

colored-debris/old blood was discovered on a 

self-retaining screwdriver," that was used 

during hiplfrac1ure surgery on 7/31/09. Per the 

Administrative Director, the sheath of the 

specialized instrument, separated from the 

10 
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TAG 
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Process 
Sterilization of equipment effective immediately 
Review of schedUled OR cases for the next 48 Initiated on 
hours and continuing on a rolling 48 hour 81612009 
sche<lule, 

- Surgical instrumentation of each case will Completed 
be opened and inspected. 914109 
- Removable components "";11 be
 
disassembled and instruments will go
 
through the complete cleaning and
 
sterilization process,
 

Responsible Person 
Admin Director, Surgical Services 

Surgical instrumentation, frequently used for Initiated 
emergency proce<lures, including add-<m 816/09 
orthopedic procedures, "";11 be identified. Completed 

- Surgical instrumentation will be opened and 9/4109 
inspected,
 

- Removable components "";11 be
 I' 

disassembled and instruments "";11 go
 
through the complete cleaning and
 
sterilization process, I
 

- Surgical technicians will inspect I,nitiated 
instrumentation prior to using in the operative . 6/6/09 
field. ; Ongoing 

Responsible Person 
Director, SPD/Supply Chain I 

Infection control consultation regarding the 
effectiveness of the sterilization. i 

- Notify patients and their physicians of the I Initiated 
event 816109 
. Offer blood borne pathogen blood testing to Completed 
patients 1I 8130/09 
- Arrange to pay for the blood borne testing
 
- Patient testing by non-Scripps Health
 
laboratory services.
 

Responsible Person 
Manaller Epidem iolollY 
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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 

debris/old blood" on the shaft of the 

instrument. Per the Administrative Director, OR 

staff members (surgeon, registered nurses, 

surgery technicians) and Sterile Processing 

Department (SPD) staff members all stated 

they were unaware that the specialized 

instrument separated into two parts. Per the 

Administrative Director, a Manufacturer's 
Representative (MR) was always present in the 

operating room [OR] whenever the tray with the 
specialized instrument was used. The MR was 

present during the 7/31/09 surgical procedure, 

On 8/6/09 at 10AOAM., the Director of the 

New instrumentation received in SPO will be 
disassembled. photographed and entered into an 
Instrument photo catalog along with a copy 01 
manufacturer's instructions. 
Responsible Pllnlon 
Admin Director, Surgical Services 

- The photo catalog will be created and used 
as a reference for SPD or OR staff when 
disassembling, cleaning and sterilizing 
equipment 

- Creation of an education tracking spread 
sheet to easily identity employee training on 
new equipment 
- Inventory "on consignmenr Instrumentation 
to evaluate the need to keep or delete 
instrument kits. 

Responsible Person 
Director, SPD/Supply Chain 

InltJated 
8110109 
Ongoing 

Initiated 
8110/09 
Ongoing 

Sterile Processing Department [SPD] stated 

the sterile processing staff wash and dry the 
instruments, and the manufacturer's 

representative comes in and, "puts the kit 

together" The SPD Director stated that the 
sterile processing staff, "Were not aware the 
sheath came off the screwdriver." The SPD 

Director stated the manufacturer's 

representative had not provided a manual or 

binder related to the instrument tray, and had 

Monitoring
 
The Director, SPD/Supply chain will:
 

- Maintain a cleaning reference photo catalog 
for new Instrumentation 
- Create and maintain an employee education 
tracking log 
- Review consignment instrument sets 
inventory routinely to remove infrequently 
used instrument kits 

Purchase computerized software for equipment 
inventory, photos, manufacturers 
recommendations and employee training 

Initiated 
8110/09 
Ongoing 

Budgeted 
tor 2010 

not provided any in-service education to SPD Responsible Pel'8()ns 
staff within the past 12 months related to the Director, SPO/Supply Chain and 

Admin Director, Surgical Services 
specialized instrument tray used to repair a 
traumatic hip/femur fracture. 

On 8/10/09 at 9: 10 A.M.. the OR Manager 

stated, "No one in OR knew that this 

specialized instrument came apart until the 

Event ID:MLOU11 212/2010 91913AM 
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incident on 7/31109, there was no in-service 
training by the manufacturer's representative 
until now." 

On 8/10/09 at 9;20 A.M., the Manufacturer's 
Representative (MR 1) who was present when 
the incident occurred on 7/31/09 stated, "The 

screwdriver was coaled in a black-colored, 

gel-like material that appeared 10 be blood, not 
fresh blood." MR 1 stated, 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 apart when 
autoclaved, and then reassembled under 
sterile conditions when the tray is opened in 
OR 

Manufacturers Representative 2 [MR 2J 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, "I 
can't recall the date I gave an in-service to 

LABORATORY DIRECTOR'S OR PROVI 
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facility staff, but I'm sure it took place. I mayor 
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 tray is opened in OR. 

MR 2 stated it was, "not typical to give OR or 
SPD a manual (related to a specialized 
instrument tray). (the) facility has been asking 
for these." 

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

i 
•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 8/10109 at 10:10 

A.M., that no post-operative infections were 
identified related to any hip/femur fracture 
repairs during the previous 12 months. The 
ICN stated the facility notified 7 of 12 identified 
patients (the tray was new when used on the 
first patient, 3 patients 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, Hepatitis B & C) and 
follow-up for 1 year. 
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Review of facility documentation related 10 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 7 of 21 

(33%) SPD staff members were hired after 
8/1108. 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 7/31/09. 
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 ( c). 
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