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The following refiects the findings of the
| Department of Public Health during an
linspection visit:

!COmpIainl Intake Number:

|CAD0232109 - Substantiated

;Representing the Department of Public Health:
| Surveyor |D # 25732, HFEN

I

' The inspection was limited {o the specific facility
‘event investigated and does not represent the
findings of a full inspection of the facility.

IHe:atth and Safety Code Seclion 12801(c): For
purposes of this section “immediate jeopardy”

2 f
means @& sitvalion in which the licensee's L/D~ P '—%'
noncompliance with one or more requiremenis
of licensure has caused, or is likely to cause, APR 1 g 201
serious injury or death to the patient. -

L&C DIV
Title 22 DP\LT C”"‘

|?0433{a} (4) Cardiovascular Surgery Service
| General Requirement

(@) Written policies and procedures shall be
developed and maintained by the person
responsible for the service in consultation wilh
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. These policies ://'g///
and procedures shall include provision for at

least: ‘d
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Continued From page 1
(4) Recommendations regarding equipmeni
used, procedures performed and  staffing Title 22 §70433(a) (4)
palterns. i the catheterizalion laboratory’ and The statute is not met as evidenced by: Based
CAvdioameLIF SINGRTY: unlta; on interview, observation and record review,
_ ) the facility failed to develop policies and
These regulations were not met as evidenced procedures for the safe use of the portable
by: ECMO bypass machine for intra-facility
) ) i transport to prevent sudden disconnection of
Based on interview, observation and record the tubing
review the facility failed to develop policies and
procedures for the safe use of the porable How the correction will be accomplished, both
ECMO (Extra Corporeal membrane 31 5hd Bénnabent]
Oxygenation device-a portable heart lung 1. ECMO tubing packs borrowed from 6/10/10

machine) bypass machine for intra-facility
transport to preven! the sudden disconnection
of tubing on the oxygenator venous blood inlet
of the ECMO.The 1tubing was stretched and
came off of the oxygenator inlet when Palient
1's gumey was being lifted into the ambulance
al the facility's ambulance Iloading dock on
Hlicat 820PM.  The facility failed to follow
the oxygenator manufacturer's
recommendation to connect and band all blood

Center by vendor.
Custom ECMO tubing pack

B

Center. Purchased 3 packs to be

surgical services. (Attached B)

According to Facilly A's Transfer Summary

configured for St. Mary's Medical

UCSF while waiting custom tubing
packs created for St. Mary's Medical

30/10

available at all times. (Attachment A)
3. ECMO Transport policy developed for ~ 6/20/10

lines. This failed practice resulted in the 4. Transfer'f discharge to a hlgher- el of 6120110

disconnection of the blood tubing from the care policy developed fi:!r medlclﬂ

oxygenator venous inlet and was the direct ;:2:':;;?ﬂ;ﬁﬁ;gsg?n;t’l‘it?es i

cause of the death of Patient 1. approved by Medical Executive 10721710

Findings: Committee and Community Board. 1140
5. Table Top teaching exercise for 9/17110

patient evacuation on ECMO bypass 4/15111

TR ; &
dated [0, # indicated that Patient 1 had for ORstaff. i
hyperension (high blood pressure), presenting 6. Purchased BioMedicus PBS cart
with acute onsel of continuous chest pain at (pm‘t_able bypass cart) to facilitate 9/30/10
rest and was found to be in new atrial efficient transport. (Attachment DI) |
Event ID:2Z22C11 41412011 3:37:19PM
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i Description of Monitoring process to prevent
fibrilation  (irregular and ofien rapid heart rate recurrence of the deficiency.
that commonly causes poor blood flow to the 1. Monitoring of expiration date and 411
body} with EKG (electrocardicgram a graphic package integrity of tubing packs on )
represeniation  of the eleclrical activity of the monthly basis. ongoing
heart) notable for ST depression (an irreqular 2. Bypass machine, BioConsole 560 on et
paltern on an EKG) Patient 1was ftransferred preventive maintenance schedule &
to the facilly on 0for evaluation for every 6 months. ongoing
coronary bypass surgery (surgery where veins 3. Table Top teaching exercise for patient 9/17/10
are laken from other pans of the body and evacuation on ECMO bypass. T
grafted to lhe heart to by pass diseased &
coronary arteries). quarterly
Review of Patient 1's operalive record, daled Responsible parties:
B0, indicated she was taken to the Director of Surgical Services
operating room on [0and  underwent Perfusionist/ Circulatory Support
triple coronary artery bypass surgery. During Manager of Biomedical Engineering
surgery, Patient 1 was placed on a
cardiopulmonary  bypass  machine  (machine
that takes over the function of hearl and lung
during heart surgery). Following the surgery,
several aftempts were made to wean (switch
from heart-lung machine to person's own heart
and lung) Patient 1from the cardiepulmonary C D P H
bypass machine. An intra-aorlic balloon pump » #= 7 '
(balloon placed in aorla fo help headl pump
more  easily) was placed in  Patient 1's APR 1 8 0
descending aorta. Ancother attempl was made
to wean Patient 1off the bypass pump without LE&G D
success The decision was made to transfer D;\l o {,i {V{
Patienl 1to Facility B's Intensive Care Unit so 2
she could be placed on a long lerm lefl
ventricular  assisl device (LVAD-device thal
helps maintain pumping ability of heart) to rest
the hearl. Surgeon 1decided to place Patienl
1 on an exiracorporeal membrane oxygenation
Event ID:ZZ2C11 4/4/2011 3:37:19PM
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Continued From page 3

Perfusionist 1{CSP-1-a technician

ECMO equipment under the direction

equipment inlo the ambulance, the
iubing became disconnecled and the

0 at 8:20 P.M
Record note written [0 indicated:
despite  high dose pressors and

(drugs to make the heart beal
IABP(Intra-aortic  ballocon  pump-balloon

PM); portable cardio pulmonary

brought back to OR."

| Record review of Patient 1's Discharge

assist device (ECMO-a portable heant
machine) in preparation for a critical
ambulance lransfer. Patient 1was taken
the operating room on an ambulance gurney to
the facility's emergency room loading area so
Patient 1could be Ioaded into the ambulance
Patient 1was accompanied by Surgeon 1,
anesthesiologist, Circulatory Support

operales and seis up heart/lung bypass
surgeon), a Critical Care Transporl Registered

Nurse and  two Emergency  Medical
Technicians. During movement of the ECMO

could not be reconnected. . Patient 1 expired
durin this transfer into the ambulance
Record review of Patient 1's Anesthesia

to wean off Cardio Pulmonary Bypass(

in aorta to help heart pump more easily), Plan
to transfer fo Facility B's Intensive Care Unit
upon ftransfer inlo ambulance at 2020 (8:20

disconnected (the ECMO), not possible
reastablish CPB  patient expired thereafter,

¢ D.PKH

ApR 18 200

o B

o

U;T".L:E ‘.J":

Evenl 10.222C11

3:37:19PM
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Continued From page 4

Summary note dictated on [0 indicaled:
"Patient was laken to the operaling room,
Surgery consisted of internal mammary left
anterior descending, saphenous (large vein in
leg} vein graft (use another vein to create a
conduit so blood can flow around the hear) to
the obluse marginal right coronary. This was
complicated by inability to come off pump as
well as inabilty to place intra-aoric balloon
pump via the groin Ultimately,  intra-aortic
balloon pump was placed via the ascending
aorta (major artery that carries blood away
from the heart)) however, patient could not
come off the pump, and arrangements were fo
transfer the patient to the university medical
center after placement of ECMO  support.
ECMO was placed, and patient was (ransferred
out of the operating room and was being
loaded on the ambulance when the ECMO
circuit became  disconnected and  patient
expired."

In an interview on 6/25/10at 1:15PM, the
Hospital Risk Manager (RM-1) was asked if
there were any facility policies or procedures
for sefting up the portable ECMO bypass
system for intra-facilty transport, RM-1 said,
"No, we are working on writing them up now."

In the same interview RM-1was asked if there
were any performance standards for  the
Circulatory Support Perfusionist job description
that addressed the set up of an ECMO bypass
system for intra-facility transport. RM-1 said,
“No, there are none."

C.ARH.
APR 18 200

tV
DALY CITY

Event ID:2Z22C11 4142011
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Continued From page §

In an inlerview on  6/28/10at 10:11 AM,
Circulatory Support Perfusionist 1(CSP-1) said,
"We could not get Patient 1ofi of the bypass
machine in the OR (operating room).. the
surgeon decided to put the patient on an
ECMO pump to rest the heart and lung.. this
was so the patient could be fransporled to a
different location. there was a lot of confusion
when we were sefting il up, this system was a
little different than the normal ECMO .. actually
there was a lot of confusion going on. We had
several pieces of {ubing shoved together and
when we were trying lo lcad the patient in the
ambulance the tubing became disconnected.
The lower tubing connected fo the oxygenator
(reservoir where blood from the body enters lo
be re-oxygenated) became disconnected.”

In the same interview CSP-1was asked why he
thought the 1{ubing became  disconnecled.

CSP-1said, "We were tying to gel the ECMO G i‘”)nP. H.
equipment on the IV pole (metal pole with S

wheels where ECMO equipment is atlached) ﬂlﬁ“
into the ambulance before the patient.. | was APR 1

trying to angle the [V pole under the door of .
the ambulance while we were liffing the patient . &L ["p,V_"
up the tubing became stretched and SALY Uii{

disconnected.,, that was it.. when the tubing
becomes disconnected there is nothing eise
you can do, the tubing just pulled off.
Surgeon 1called it then (declared the patient
had expired) and said | guess it is over now..
we returned the patient to the OR."

Evenl ID.2Z22C11 41412011 3:37:19PM
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Continued From page 6

In a concurrent interview CSP-1was asked if
there was some kind of band that is applied to
secure the tubing to the oxygenator. CSP-1
said, "Well on this case we did not have a
band, no tie band (plastic tie band that secures
the tubing to an outlet). This was the first lime
we have done this type of transport out of the
OR into an ambulance. We had a lot of
tubing... not the length that we needed, just for
the transfer there could have been a lillle
exira"

CSP-1was asked for a copy of any
manufacturer's recommendations to  follow
when assembling the tubing to the oxygenator.
CSP-1said, "No, the only things that have
warnings are about the pressure alarms on the

machine.”

In the same interview CSP-1was asked, "When

was the last time that you set up the ECMO » E)PH,
oxygenalor for this lype of transport?" CSP-1 Gl

said, "The last time was a couple of years ago; 1
actually it was a different kind of situation.” APR 18 Gl

In  an interview on 6/28/10at  11:00 AM, i 40 DY
Surgeon 1said, 'Patient 1came from another DALY CITY

hospital for coromary artery bypass surgery.
During the surgery things were going relalively
uneventfully until it was time to come off the
Cardiac Bypass machine... we could not wean
the patient off the pump so we put in a balloon
(IABP) 1o rest the heart.. the balloon was stil
not enough fo get her off the bypass machine
so the decision was made to put her on a

Event ID:2Z2C 11 4fai2011 3:37:19PM
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Continued From page 7

ECMO portable circuit to rest her heant and
lungs.. the ECMO is a more poriable unit. We
don't have a long term ECMO pump here so |
arranged to (ransfer Patient 1to lhe Facility B's
ICU. It is just a set of lubes we switch from the
big machine to the portable system... we switch
the {ubes to the oxygenator.. two hoses in and
out.. basically we change hoses fo the
portable... she got transporied over to the
gurney for the ambulance.. we are lifting up
the patient to the rear of the ambulance then
the tubing got disconnected."

During the same inlerview, Surgeon-1 was
asked which tube became  disconnected.
Surgeon-1said, "I can't remember, Dbasically
there are only two lubes, it is a complete
circuit,. it is like a continuous column of
water. . If B8 tube becomes disconnected, it can
nol be reconnected, air gets in."

Surgeon 1was asked, "If the t{ubing gets
disconnected from the  oxygenator death M
results?" Surgeon 1 said, "Yes." AR 1 8

In an observation in the facility's Operating v 8.0 D'l\‘]
Room No. 12on 6/28/10at 11:30AM, a ALY oy
portable ECMO bypass system that was set up
by CSP-1was inspected. The unit consisted of
an IV pole, poriable blood pump, two sets of &
clear fubing and a white colored Medtronic
Affinity NT CBS511 Oxygenalor. One of the clear
tubes was connected fto the oxygenator bottom
plastic inlet. This is known as the Venous Blood
Inlet. The tubing had a plastic tie band around

Event ID:222C11 4/4/2011 3:37.19PM
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Continued From page 8
il.

In an inlerview at the same time,CSP-1was
asked to identify the clear tubing that became
disconnected during the loading of Patient 1in
the ambulance on [j10.  CSP-1pointed to
the Venous Blood Inlet of the Oxygenalor and
said, "That one there came off "

CSP-1was then asked if the Venous Blood
Inlet during the incident with Patient 1was tie
banded lke the set up described above.
CSP-1said, "No, you just dont want to tie band
any inlel."

Review of the manufacturer's instruclion
manual for the Oxygenator indicated:
"Warnings... all blood tubing connections
should be banded for added protection against
high fluid pressures. and "Connect and band

all blood lines "

(Medtronic  Affinity NT  CB511 Mollow  Fiber

Oxygenator, Instructions for Use manual (20086} \
p.9&p. 13) {:}_D"P 4

Review of a current textbook See: (Mongero
and Beck, On Bypass: Advanced Perfusion PR
Technigues  (2008)p.529.)) on the procedure
for selling wup an adult Extracorporeal -
Membrane Oxygenation (ECMO) circuit stated: 9 ALY o
"All  connections musi be tie banded because
the coating makes the 1tubing slippery on the
connectors."

The facility's failure to ensure that the blood
tubing was lie banded to lhe venous inlet of the
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oxygenator to Patient 1, is a deficiency that has
caused or is likely to cause serious injury or
death to the patient and therefore conshilutes
an immediate jeopardy within the meaning of
Health and Safety Code, Section 1280.1

This facility failed to prevent the deficiency{ies)
as described above lhat caused, or is likely to
cause, serious Iinjury or death to the patient,
and therefore constitutes an immediale
jeopardy within the meaning of Health and
Safety Code Section 1280 1(c).
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