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The following reflectz the findings of the Depariment
of Public Health during an lnspection visit:
i % .
f
Gomplaind intake Nunber: | Pr'eparatlon and echutlon o
CAD0397790 - Substantiated this plan of correction does not
constitute an admission or
Representing the Department of Public Health: agreement of the facts alleged or
SR RN RN : conclusions set forth on the
‘The ir - ific faci i Statement of Deficiencies. This
%Thempecﬁon. was §mited to the apecific facility S
‘even! investigated and does not represent the ' plan of correction is prepared
iSdinge of = Al nspection of e fecilly. ] and executed solely because it is
Health and Safety Code Section 1280.3(g): For | required by the Federal/State
| purposes of this section “inmedisle jeopardy” i Law.
{means a situation in which the licensee’s i
‘noncompliance with one or more requirements of
{licensure has causad, er Is lkely to cause, serious ’
Hinjury or death o the pafient. T'he follo».vmg }'epresepts Loma
; Linda University Medical Center
'i Health and Safety Code secion 1280.1 (d): Murrieta’s plan of correction.
| This section shall apply only to incidents occurring
' on or after January 1, 2007, W¥ith respect lo
incidents ocourring on or afler January 1, 2009, the
amount of the sdminisirative penaliies assessed
under subdivision (&) shalt ba up to one hundred 5
thousand doflars ($100,000) per violation. With
resped! to incidents occurdng on or after January 1,
2009, the amount of the adminisirative penalties
assessed under subdivision (a) shal be up to fifty
thousand dollars ($50,000) for the first
administrative penally, up to saventy-five thousand
dofiars ($75,000) for the second subsequent |
administrative penalty, and up fo one hundred ; _.’?lﬁ.\\(’(
thousand doliars {$100,000) for the third and every i g( i
| Qsm’ E38 |
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Any deficlancy stalemant enziing with an astorisk {*) dencles & deficiancy which the institulion may be excused kom comecting providing £ ts determined
thel other safeguards provide sufficient proteciion to the petients. Except for nursing homes, the findings above are disclosable 80 deys fiowing the dals
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Loma Linda University Medical
:;ub:zqu:nt violation. Anﬁ:dmirﬁeh'aﬁvzfmﬂy Center Murrieta’s Surgical Service
ssued after three years from the date of the last . :
sound Wsredlee el Cituonk o Vo and‘ Me.d:cal Slaf.f has developed,
consldered a first administrative penalty o long as maintained and implemented
the facilily has not recelved additional Immediate written policies and procedures in
Ieobl?:ﬂiy violations and is fm:ﬂi'h“'le depariment consultation with other appropriate
fo be in substantial compliance all state and .
federal ficensing faws and regulations, The healt'h ‘profe.ssmnals {m.d
department shall have full discretion to consider all administration. Policies were
factors when determining the amount of an approved by the governing body.
administrative penatly pursuant to this section Specifically a policies and procedure
Title 22, Californla Code of Regulations, Division 5, regarding safe'ty in the operating
Chapter 1, Asticle 3, Section 70223 (b)(2), Surgical room and policy and procedure
Servics General Requirements: regarding the use of surgical device
S A conmilies of b adlent ket [Aquamantys Bi-Polar hand piece]
(b) A committee of the medical ; : ey
speinsien iy for: Corrective action taken include:
(2) Development, mainteriance and implementation
of written policies and procedures In consultation
with other appropriate health professionals and
administration. Policles shall be approved by the
goveming body. Procedures shall be approved by
the administration and medical staff where such is
appropriate.
Based on interview and record review, the facility
falled to:
1. Implement their pelicy and procedure regarding
safety in the operating room,
2. Develop and implement a palicy and procedure
regarding the use of a surglcal device (Aquamantys
Bi-potar hand piece).
Event ID:BLFL11 22712017 2:51:52PM
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A root cause analysis was conducted
and opportunities for improvement | 5/10/2014 |
were identified.
SNSRI I . The aquamantys System
1. Afull thickness thermal bum injury to Patient A's [AM] was immediately removed 5/6/2014
left calf; snd from service and evaluated by the
il i be e Clinical Engineering Department
. The surgical & unaware t : :
srnesmillonand Salaguoich were nnaded ieiioai ot and found to be in good working
a surglcal device. order.
. The AM representative
Thmﬁmuf:cﬂm':’:ﬁ:;‘:ﬂh 3“"“:: aful provided re-training to the
thickness thermal  that requin ‘
sansiee wounst ety N Tnckit s Operating Roorp staff on {he proper | ..o5014
procadure), placed the patient at risk for increased use of the machine. Training
health deterioration, harm, including death, and had included the proper placement of
the potential fo place all W"ﬁ""m‘w the the want when not in use and
same surgical procedure at or hea B
askirtesilice, hasis, st e, malfﬂammg_ the alarm volume at an
audible setling.
"Thenmal bums are burns to the skin caused by an . Staff were required to
;::;m' he“:“”":‘“‘;o?v Rt “‘“]?;ews :f"::: :‘9 complete a quiz to assure
severe burn ing a rs . Nerve 5/9/2014
schtiss, Sanal BoO caeanis, ok TMcles, Wiset competency on the use of the AM.
glands are afl destroyed. Subcutaneous fat tissue, Retaining was completed for staff
muscle ahd bone may also be involved." not meeting 95%
(Referenced from Derm Net NZ (December 29, . It was identified that the AM
i::‘;aogfl:;'m 5 ey} jeaciiones a0 does not have an attachment holder
for the wand and the company has
Findings: no alternate. The facility has 5/9/2014
N e designed a mechanism for
e rec atient A was reviewed. A
Patlent A was admitted on Apr 20, 2014, with the placement of the want when not in
diagnosis of osteoarthritis of both knees use.
Event ID:BLFL11 202712017 2:61:52PM
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(inflammation of tha joint cartilage of the knees). . The policy “Fire 55 ,
The document entitied *Perioperative Report" dated Prevention in the OR’ was 120/2014
April 20, 2014, Indlcated Patient A had knee : .
replacement surgery for both knees, reviewed revised.
- ' . Physician practice was
The report further indicated the surgaon used an reviewed by the Surgical
Aquamantys System" during Paflent A's surgery Quality Review Committee and
on April 29, 2014, 2 ‘ 6/26/2014
appropriate actions have been
L According o the manufaclure’s inset, the taken.
“Agquamantys System" Is a surgical (cautery)
device that includes & hand piece called the —
Npameniys Bh-poles 0 b e oy iehockc Audits will be completed for each
current that generates heat o seal tissues in order use of the AM to assure that the
to help prevent biood loss. machine has been safely used 8/15/2014
Thv physician Prograss Hotes” dated May 3 before, during and after the surgical
i BICkaN "Frogress INok ated May 1, 0
2014, 8t 9:48 p.m, In  “Biatarel pmf:edure. To date 100% has been
hemovacs (drains) removed without any difficulty. achieved for the past 3 months.
The dressings are dry and intact. Diffuse Results of the audit were
:;ndemetswﬁhpalm.ﬁm-.hﬂild diffuse fﬂﬂﬂlﬂg- incorporated in the OR Quality
slves are soft. LeR calf with bifstering. Dashboard and reported in
There was nio documentation of physician orders accordance with the established
that addressed the left calf blistering. reporting calendar
e i i g e Reports are forward to appropriate
1e nursing "Progress Notes” ay B, A 7 ; ;
at 2:26 p.mi., indicated "Dr...(physlclan's name) com@ttees 11? accordance with the
rounded this am and looked at what she referred to Quality oversight Structure.
as an open blister on palients leg, around calf area.
She said she saw i yesterday when she rounded.
Order was given to primary (physiclan) to apply , .
santyl ung (wound treatment) and wound nurse Person Responsible: Director,
consult, Photo faken." Perioperative Services
Event ID:BLFL11 202112017 2:51:52PM
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The order fo treat Patient A's left calf blister was
wrilten five days after the physician documented
discovery of the blistering,

The document entitled; "Initial Inpatient Wound
Care Consult,” dated May 9, 2014, was reviewed.
The document indicated: *On POD #7 (Patient
Observation Day), nurse noted a large L (left)
posterior caff wound post op (after surgery)...Large
Left posterior calf fulf thickness
wound...presumably caused by thermal burn Injury
from OR (Operating Room) Aquamanlys
hemostasis sealer.

During an interview with the Operating Room
Director (ORD), on June 9, 2014, at 1:45 p.m., the
ORD stated some swgeons use the Aquamanlys
Bl-polar hand piece during procedures requiring
cautery (in order to help prevent blood loss). The
ORD also stated the device was used by surgeons
when an Incision (cut) was made into Ke skin, She
stated when a surgeon was not using the device,
the device was removed from the operating table.

The ORD staled she was informed by the Wound
Care Nurse, on May 6, 2014, that Patient A
sustained a bum injury to the feft calf during a
surgical procedure thal Included the use of the
Agquamantys Syslem. The ORD slated her
investigation included an interview with Operating
Room Technician (ORT) 1 who was present during
Patient A’s surgical procedure. She staled ORT 1
slated when he entered the OR room, he "Saw
more steam than usual”, saw the device
(Aquamantys) under the patient's leg, yelled
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"Stop", and removed the device.

She stated, "All staff know to report Incident's ke
seeing more steam than usual from a device, and
to check the patlent. No one (of the OR team)
reported the incident. The pollcy is totell the
Charge Nurse as soon as possible when an
incident happens and generate an incident report.”

The ORD stated the facllity policy and procedure
regarding the safe use of a cautery device during a
surgical procedure was not followed.

The surgeon who performed the procedure was not
available to interview per ORD as she was on
vacation.

During a follow up visit, conducted on July 30,
2014, the clinical records for Patlent A were
reviewed. The clinical records indicated Patient A
received extensive wound freatments {o the left calf
following discharge from the facility on May 9,
2014, The records further indicaled Patient A was
readmilted on-June 6, 2014, for a surgical
procedure to remove large areas of nacrosis (dead
tissue) from the bum injury site.

On July 30, 2014, at 9:40 a,m,, &n Interview was
conducted with the Process Integrity Manager
(PIM). Fhe PIM stated the facility's investigation of
the incident was completed on June 11, 2014. The
PIM stated the surgesn who performed the sixgery
did not attend the facility's review of the incident,
but the assistant surgeon was present. The PIM
stated the facility's review concluded "it was human
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errar” that eaused Patient A to sustain a full
thickness thermal burn to the left calf, from the
Aquamantys device dudng Patient A's surgery on
April 29, 2014,

The PIM stated the surgeon who performed the
procedure was unavailable for Interview because
she was, "Stlll on vacation.” She statéd when a
new device is adopled for use by the facility, the
manufacturer of the device has a technician come
to the fachity to provide an in-service iraining to staff
regarding safety and the use of the device, She
slated the faciity did not require documentation
that Indicated what staff had received the raining
for the Aquamanlys device. The PIM stated-the
facility did rot iequire physicians to silend the
in-service fralning, and Instructions for the use of
the device were localed on the top of the device.

The PIM further stated the gperating room (OR)
staff did not follow the facility's policy and
procedures regarding safely during Patient A's
surgical procedure by not ensuring the caulery
device (Aquamantys) was protected when not in
use.

The facllity policy and procedure entitled, "Fire
Prevention in the Operating Room," dated,
Nevember 12, 2013, indicated, "Al staff entering
the Perioperative, Procedural/invasive areas will
demonsirate knowledge of safety and prevention. B.
Nurse Managet/Charge Nurse/Clinlcal Educator
Responsibilities; 1,Education and direction.of the
operating staff. 2. Enforcement of the department's
fire safety procedure.”
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The pelicy further indicated, "Centrolling Heat
Sources 1. Cautery. A. Never place the cautery
pencii on the patient. Place the cautery pencil in
the protective holster to prevent accidental
activation of cautery.”

A review of the manual instructiors entitled,
"Aquamantys Syslem and Bipolar Sealers," dated
January 9, 2013, indicated, "Precautions. Surgery
should be performed by persons with adequate
training and preparation. Personmel should fully
understand the nature and use of RF (radio
frequency-elecirical current) before performing
electrosurgical procedures to avold the risks of
ghock and bum hazards lo both patient and

operator..."

The facilily falled to implement their policy and
procedure - regarding safety in the operating room,
and falled to develop and implement a policy and
procadure regarding the use of a surgical device
which was the direct cause of Patient A sustaining
a full thickness thermal burn to his left calf.

This facilily failed to prevent the deficiency(ies) as
described above that caused, or Is likely fo cause,
serious Injury or death fo the patlent, and therefore
an Immediate jeopardy within the
meaning of Health and Safely Code Section

conslitutes

1280.3(g)-
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