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The follow1ng reflects the find1ngs of the Department 
of Public Health dunng an inspec110n VIsit· 

Complaint Intake Number 
CA00243799 • Substantiated 

Representing the Department of Pubhc Health· 
Surveyor 10 fl. 20340, Medrcal Consultant 

The inspect1on was tmuted to the specifiC raclltly 
event mvesugated and does not represent the 
findings of a fullmspectlon of the facllrty 

Health and Safety Code Section 1280 1 (c) For 
purposes of thrs section "tmmediale jeopardy" 
means a s•tuatlon m wh1ch the lteensee's 
noncompliance w•lh one or more requuements of 
liCensure has caused or IS likely to cause senous 
Injury or death to tne patrent 

T22 OIV5 CH1 ART7-70701(a)(7) Govemmg Body 
(a) The govem1ng body shall 
(7) Requ1re that the medtcal staff establish controls 
tnat are designed to ensure the achievement and 
ma1ntenance of h1gh standards of professional 
ethical praciJces Including prov1sion that au 
members of the medtcal staff be requ•red to 
demonstrate thetr ability to perform surg~cal and/or 
other procedures competently and to the 
sausfacllon of an appropnate commntee or 
commJttees of the staff at the tJme of ongtnal 
apphcabon for appo1ntment to the staff and at least 
every two years thereafter 

For clanfication, termsldefinrllons used tn th1s 
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Preparation and execution of this plan of COITection does 
not constitute admission of agreement by Kaiser 
Foundation Hospital · Oakland/Richmond of the truth of 
facts alleged or concluSions set forth In this statement of 
deficiency. 

All exhibits referenced in the Plan of Correction are 
avatlable oo w at the hospital 
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report· 

Health and Safety Code Section 1280.1(c): For the 
purposes of the section "immediate jeopardy" 
means a situation in which the licensee's 
non-compl iance with one or more requirements of 
licensure has caused, or is likely to cause, serious 
injury or death to the patient. 

Based on Interview and record review, the hospital 
failed to ensure that Physician A maintained a high 
standard of surgical practice in accordance with the 
manufacturer's Instructions for use of the particular 
Sharplan laser, OmniGulde Sidefire Adapter and 
fiber assembly employed dunng a surg1cal 
procedure performed on Patient 1. 

Physician A was not aware of the gas pressure 
used with the laser beam and did not use the laser 
beam on a perpendicular position to prevent the risk 
of complications. As a consequence, Patient 1 
suffered a fatal vascular embolism (the entry of gas 
bubbles Into the bloodstream which can stop the 
pumping of the heart) and died 

THIS EVENT CONSTITUTED AN IMMEDIATE 
JEOPARDY (IJ) WHICH PLACED THE HEALTH 
AND SAFETY OF PATIENT 1 AT RISK WHEN 
PHYSICIAN "A" FAILED TO DEMONSTRATE 
ABIUTY TO PERFORM SURGERY USING A 
PARTICULAR LASER DEVICE BY NOT 
FOLLOW IN G THE MANUFACTURER ' S 
INSTRUCTIONS FOR SAFE USE. THIS 
VIOLATION CAUSED OR WAS LIKELY TO 
CAUSE PATIENT DEATH OR SERIOUS 

10 
PREFI)( 

TAG 

PROVIDER'S PLAN OF CORRECTION 
(EACH CORHECTIVE ACTION SHOULD 61: CROSS 

REFERENCED TO Tl-iE APPROPRIATE DEFICIENCY> 

lmme<liate Action: 

Kaiser Foundation Hospital - Oakland/Richmond conducted 
a Root Cause Analysis (RCA) to review systems and 
processes that were in place. Based on our finding, the 
following immediate actions were taken. 

1. Upon discovery of the event in question, the equipment 
involved in the event was immediately sequestere<l per 
Sentinel, Significant Event Policy and a forensics 
investigation was conducted by an outside consultant on 
09/29 & 10/06/2010. Final report received 10/07/2010 and 
no equipment malfunction was identified. 
2. Surgeon involved in case received Laser training on 
10113110. 
3. All physicians using lasers in the OR were required to 
complete online laser safety training and to attend vendor 
in-service training on specific lasers they will be using by 
11130/201 o. 
4. Laser privilege developed and approved by MEC, Head 
& Neck Surgery (H&NS), Urology, Ob/Gyn and 
Opthalmology on 10106/2010. Surgery and Radiology on 
11103/2010 and Pediatric Neurosurgery had laser privileges 
in place. 
5. 19 physicians granted temporary privileges upon 
completion of online laser safety training; pending final 
approval by Medical Executive Committee (ME C) by 
12/14/2010. 
6. 'Laser Safety Checklist was added to pre-procedure 
re-verification checklist in OR 10/08/2010. 
7. Laser Safety Officer completed training through Laser 
Institute of America (LIA) on 09/2612010. 
8. Laser Safety Officer newly appointed by Chief of Staff 
and Hospital Administrator on 09/27/2010 
9. Laser Safety Committee was initiated and held first 
meeting in August 2010. 
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DISABILITY ASSOCIATED WITH A VASCULAR 
A IR EMBOLISM FOR PATIENT 1 

Ftndrngs 

Rev1ew or the medical record on 9130/10 showed 
that Patient 1 was a healthy 29 year-old female 
who was scheduled for a hemangjoma excision 
(removal or a congenrtal birthmark) on her left upper 
hp She was admitted lh~ the same day 

outpauent surgery serv1ce on ~10 Phys1cran A 
performed the surgery us.ng a laser machrne 
leased to the hosprtal and operated by the laser 
company techniCian Following the admrn,stratron 
or general anestheSia sutoery was started at 3 40 

p m The rntraoperatrve repon. dated - 10. 
showed an OmmGurde laser wrth heuum al 70 pSI 
was used durrng the surgical procedure The 

"Operat1ve Notes". dated - 10, showed 
Physrctan A made, •a small rnc1sron 1n the mucosa 
of the left upper hp" A laser wand was then 
rnserted tnlD the inc1sron and activated near the 
hemangioma Almost Immediately after the 
activation of the laser beam, the patient's face and 
neck began to swell up, "secondary to the heltum 
gas of the laser deVlce " A second stab 1ncrs1on 
was made 1n order to vent the trapped a1r Shortly 
thereafter, at 3 50 p m the anesthesiologist noted 
lhe pahent's falling blood pressure and end ·lldal 
carbon d1oxrde (entreat srgns of loss of heart and 
lung function) A code blue was called and desp1te 
aggressrve cardropulmonary resuscrtation, Pauent 1 
was declared dead at 5 20 p m The final autopsy 
report from lhe Coroner's Offree rndrcates "artenat 
emoohsm" as the cause of deatn 
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Systemic Actioos: 

1. Any new request for laser privileges are sent to the 
PeriOp director. The director sends an e·mail notification to 
requesting physician rnstructing them to complete the online 
laser safety course and contact the vendor for ooe 011 ooe 
lasel' equipment training. Annual Laser Safety training is 
required. 
2. Prior to any surgical cases requiring laser, lhe OR 
manager verifies that all privileges are current. If they are 
not, cases are canceled. 
3. OR staff receive laser safety education annually. 
4. PRI Med'teal Technologies Technicians are required to 
have CUtTen! Laser Safety Certfficate. OR manager verifies 
current cerufication prior to case. 
5. A comprehensive 'laser Safety Policy' was developed 
and approved by MEC on 01/2011. 
6. Laser Safety Committee in place and meets at a 
minimum of four times per year. 

Monitoring: 
1. Observational audits of "Time Out' on laser cases using 
new laser safety checklist are cooducted by PeriOp 
Manager. No outliers were identified for monitoring 
10108/2010 -01/3012011. Ongoing random audits will 
cootinue to ensure sustained compliance. 
Results from monaoring activities were reviewed and 
reported to Risk Management & Patient Safety Committee, 
which reports to the Medical Executive Committee. 
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The hospital staff reported on 9/30/12 that an 
OmniGulde Sharplan Sldefire Adapter (laser device) 
was used during Patient 1's surgery on - 10. 
The manual lor "Instructions for Use" issued by the 
manufacturer in November 2007, containing 30 
pages, was reviewed on 9/30/10. The dev1ce 
consisted of a laser base machine operated by a 
technician and the laser nexible wand operated by 
the surgeon. ihe wand Is fiexlble optical tubing 
conta1ntng the laser beam plus another channel 
carrying compressed helium gas ftowang over the 
laser lip to cool It down. The heltum gas pressure 
fiOW, expressed in pounds per square InCh (psi), 
was set by the laser technlc1an and could vary from 
50 psi to 70 psi. The manual contained multiple 
warnings On page 14. the instructions read, 
"Always monitor the vital s•gns of the patient for 
symptoms or gas embolism" and "Before the start 
of a medical procedure using the OmnlGUide 
Sidefire Adapter and fiber assembly, to venfy that 
the gas delivered 10 the system IS of the proper 
type and pressure for the fiber assembly being 
used." The manual also warned, " ... pressun~ed 
gas exits the fiber tip dunng the laser procedure 
and may cause gas embolism. To reduce the risk 
of embolism. do not bring the tip into contact w1th 
blood vessels or vascular tlssuew and Instructed to, 
"use the recommended fiber position where the 
fiber ltp ts perpendicular to the tissue and is at 
least 5 mm away from contact With the tisslJe. Be 
aware of this complication (Inflation and trapping or 
air under superficial layers of tissue) when directing 
the gas stream." On page 16 of the Instructions for 
Use manual. the manufacturer cautioned the 
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providers to ensure that physic•ans performing laser 
procedures are trained in, "The use of the particular 
Sharplan laser being employed in the procedure" 
and in, "The use of the OmniGuide Sidefire Adapter 
and fiber assembly." 

According to hospital's Director of Accrediting, 
Regulation and Licensing (AR&L), interviewed on 
10122/09 at 1 30 p.m.. "the privileging In the ENT 
department IS not per devtce but rather per 
condition or anatomtc locahon" When asked how 
tt is determined an ENT (ears. nose and throat) 
surgeon is qualified to use a new device, she 
replied, "Lasers are not part of the checking 
process that the operating room manager does. 
The question Is can they do a tonsillectomy not 
how " As for training, "the vendors do the traimng 
with the physicians" and "equipment has been 
used over 20 times this yARr '' FurthAr, lhe 
specific laser wand tn use dunng the surgery, 
"would not signify a new ptece of equipment. it is a 
new part of extsbng laser machinery" 

The hospttal credentJallng file, rev1ewed on 
10/22110, showed Physician A was Board Certified 
In Ear, Nose and Throat Surgery (ENT). Regarding 
the surgical privilege for removal of hemangiomas. 
Physician A was approved on 912/09 to perform, 
"exCision, skin les•ons" There was no 
documented evidence that Phystcian A received 
training in the use of the particular Sharplan laser 
and the OmniGulde Sldefire Adapter and fiber 
assembly used for Patient 1. In accordance with 
the manufacturer's tnstructtons for use. 
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In an mterview on 10/22/10 at 3 p m regard ing lhis 
surgery, Physician A stated, "Nothing happened 
until the laser The hemangtoma was submucosal 
[under the outer skin surface). lhe mucosa v1as 
normaL So I macte a stab Incision, 1 cenllmeter, to 
the side of the tumor, 1nserted the up of the probe 
and activated lhe laser. 15 seconds later. the hp 
began to swell up hehum was trappmg an the soft 
tissues I wanted to try makmg a second tnCISIOn 

In order to let the atr e$cape and that's when she 
coded. • When asked tf he was aware of the 
pressure the gas was delivered to the fiber 
assembly, Physician A replied, "I thought II was 
low pressure... that was my error." Physician A 

also state<J that the laser technician set lhe 
pressure and. it was not the pracllce to call out or 
state the pressure (ps1) used *tr r knew 11 was a 
h1gh psi, I would have used another techmque I 
thought it was low pressure That was my error • 
PhysiClan A conunueo When 1nterv1eweo 
regard'mg the manufacturer's recommended pos1hon 
of the wand to prevent comphcattons. Physt<:1an A 
stated he was not aware of any precautions at the 
lime of the procedure" and stated . "No, 1t wasn't 
perpendicular." Physician A also slated that, 
"With this procedure we weren't protecting the laser 
tfp from contact w1lh the blood vessels, hoping that 
11 (the laser) would stmnk the ussue." Duru19 the 
tnteMew PhysiCian A stated. "I dtd not read the 
manual [w1th mstruchons for use] • 
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