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Complaint No. CA00201143 

The. investigation was limited to the specific 

complainUself reported event investigated and does 
not represent the findings of a full inspection of the 
facility. 

Representing Ihe Department of Public Health: 
 HFEN 

Heanh & Safely Code Section 1280.1 (c) 

F' QVIDER'S PLAN OF CORRECTION 

EACH bRRECTIVE ACTION SHnl1l n R~ oss
EFERE I'.msI~'OO'rRfIOA1lIOH:IENCV) 

~AN DiEGO NORTH DISTRICT OFFICE 

A043 - 70233 Anesthesia general 
Requirements 
Wrftten policies and procedures shall be I 

developed and maintained by the person 
responsible for the service in consultation 
with other appropriate health professionals 
and administration. Policies shall be 
approved by the governing body. 
Procedures shall be approved by the 
Medical Staff where such is appropriate. 
The policies and procedures shall include 
provision for at least: 
(3) Safety of the patient duling the 
anesthetic period. 
1.	 Temporary corrective action taken: 

(X5) 

COMPLETE 

DATE 

For purposes of this section "immediate jeopardy" 
means a situation in which the licensee's 
noncompliance with one or more requirements of 

I. licensure has caused, or is likely to cause, serious

linjury or death to the patient. 

j 

170233 - Anesthesia Service General Requirements

i (a) Written policies and procedures shall be 

a.	 No use of BiPAP oxygen 
delivery in the operating room. 

b.	 Root Cause Analysis (RCA) 
conducted Immediately. 
Operating room sequestered to 
determine cause of device 
related incident. The review was 
conducted by the Director of 
Surgical Services and the Risk 
Manager and attended by the 
Safety Officer as well as other 

. developed and maintained by the .person 
responsible for the service in consultation with other 
appropriate health professionals and administration. 
Policies shall be approved by the governing body. 

Procedures shall be approved by the administration 
and medical staff where such is appropriate. The 
policies and procedures shall include provision for 

at least: 
(3) Safety of the patient during the anesthetic: 

period. 

IThis rule is not met as evidenced by: . 

The facility failed to ensure that safety measures I 
[ were taken in the operating room during a surgical I , 

necessary staff. Device factas• 
external factors. support system 
failures. and user erras were all 
reviewed which identified fire 
and burn as the mechanism of 
injury. 

c.	 Responsible person: Director of 
Surgicat Services 

d.	 Completion date: 09109/09 
2.	 Permanent corrective action: 

a.	 Mandatory education for 
Surgical Services staff and 
Respiratory Therapy staff on 
Surgical Fire Safety Lecture and 
Video and Fire Evacuation Drill , and Hands-on Fre EKti1guisher

! Training.

i 
I 

i 
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procedure. As a resull, Patient A suffered burns on 
his face after a flash fire occurred when staff used 

the electrocautery equipment near the pahent's 
face mask which provided oxygen under positive 
pressure 

Findings: 

Patient A was admitted to the facility's emergency 
I 
level of consciousness and respiratory failure per 
the history and physical. Patient A was placed on 
BiPAP Mask ventilation (bi-Ievel positive airway 
pressure, a noninvasive means of assisting oxygen 

and ventilation) and sent to the intensive care unit. 

On 9/8/09, due to increasing respiratory problems 
Patient A was senl to the operating room for a 
tracheostomy (Surgical construction of an opening 
in the trachea for the insertion of a catheter or tube 
to lacil~ate breathing). The tracheoslomy was to be 

performed under local anesthesia with BiPAP mask 
I ventilation. 

The operative report, dated 9/8/09 was reviewed.
 
According to the operative report, oxygen that was
 

I passing around the edges 01 the BiPAP mask
 

room on 9/2/09 with diagnoses that included altered I 

(leaked onto the operative site and was ignited by: 

1the electrocautery, [a surgical device that uses I 
Ielectrical current to cause tissue destruction J i 
I causing a flash fire. The fire lit up the sterile drapes II 

Iand Patient A sustained burns to his face and 
I singeing to the hair. 

IAccording to the nursing noles, Patient A sat up 

ID 
PREFIX
 

TAG
 c. 

safety issues. Fire prevention is 
addressed in separate policies. 
The policy for Fire Prevention in 

s· 
.VI 

Invasive Procedure Areas was 

d. 

reviewed and revised with an 
effective date of 10/30/2009. 
In addition, the Surgical Services 
Department in conjunction with the 
Medical Staff, which included the 
Anesthesia Department developed 
a policy for MFire Prevention for 
Head & Neck Surgery". This policy 
Includes and Documents Fire Risk 

e. 

Safety Assessment as a part of the 
preoperative Time Out. including 
the following: Question the need ftl" 
100% oxygen for open delivery 
during head and neck surgery. 
The elements of the time out 
include. ~ Alcohol based prep 
allowed 3 minutes to dry and 
fumes to dissipate~. 

f. Addrtional considerations for Fire 
Safely lor Head & Neck Surgery 
were also created and 
implemented by 11/1512009. 
The Board will approve the 
policy by January 31, 2010. 

g. Responsible persons: Director 
at Surgical Services and 
Anesthesia Department 

h. 
Chairpe~on 

Completion date: Fire 
Prevention in Invasive 
Procedure Areas was reviewed 

i. 

J 

and revised with an effective 
date of 10/2009. 
"Fire Prevention ftl" Head & 
Neck Surgery" will be formally 
approved by January 28,2010. 
Both at the aforementioned 
polices were implemented by 
November 15, 2009. 

3. Monitoring process to prevent 
recurrence: 
a. Documentation at attendance tor 

initial training and annual skills 
lab. 

b. Incorporated into orientation 

I 
process for new hires including 
the Anesthesia department new 
physician orientation.. 

(X'I 
CoMPLETE
 

OATE
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(under local anesthesia) after the fire started. The 
OR staff extinguished the fire with water and patting 
the drapes. 

A plastic surgeon was called to the operating room, 
by the surgeon. According to the plastic surgeon's 
notes, Patient A sustained first and second degree 
burns on the face, including the chin, the cheeks, 

II the ears, and the forehead as well as singeing of I 
the eyelashes. 

, , 
\ Patient A's anesthesiologist (Physician 1) was I 
Iinterviewed on 10/14109 at 1:00 p.m. According to, 
I Physician 1, Patient A was sent to the operating \1 

room on 61iters of oxygen via mask. On arrival to 
the operating room, Patient A had decreased 
oxygen saturations and needed to be placed back 
on the BiPAP machine. Due to unfamiliarity with 
the BiPAP Vision machine (oxygen source for the 
BiPAP). Physician 1 requested the Respiratory 

. Therapist [RPTJ to be present in the operating room
lto assist with the Vision machine and BiPAP! 
i support. Physician 1 recalled asking the RPT if: 
I there was an oxygen leak. , 
I I, ,, , 

·1 The RPT was interviewed on 10/BI09 at 10:00 a.m. : 
I According t~_t~e RPT, whenever BiPAP ventilation i 
·1 is used there Will always be an oxygen leak and not I 
until the leak is over 25 liters/minute is it of concern i 

I to RPT. According to the interview, the RPT rarely I' 

I 
went to the OR and was not accustomed to OR 
room procedure. The RPT was not aware of what I 

I electrocautery was until after the fire I 

The Chief of Medical staff for Quality Assurance 
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(Physician 2) was interviewed on 919/09 at 10: 00 

a.m. Physician 2 stated it was unusual to use
 
BiPAP In the operating room setting, staling that
 
usually patients brought to the operating room for a
 
tracheostomy were already intubated Physician 2
 
stated that in those cases where the patient was
 

already intubated, the oxygen was turned off and
 
changed to air prior to the electrocautery being
 

Iused. According to Physician 2, Patient A had a 
very difficull airway, due to limited range of motion 

in both the neck and mouth. I 
lPhysician 2 stated that the operating room staff I 
!were focused on the need for an airway and had I 
Ioverlooked the facl that the leaking oxygen coupled I 
with the electrocautery posed a fire hazard. l 
Physician 2 further stated that the procedure could i 
have been done without the use of electrocautery. ! 

The facility's failure to prOVide safe care related to 
,the use of oxygen and electrocautery for Patient A 
in the operating room is a deflciency 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 Health 
and Safety Code seclion 1280.1 ( c). 
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