Edwards Vigileo Monitor Setup

Setup and Calibration of Edwards PreSep Catheter

Edwards PreSep Oximetry Catheter Setup Vigileo Oximetry Monitor
1. Connect the optical module to the oximetry color- In vitro Calibration
coded connector on the back.of the Vigileo monitor. 1. Rotate the
Allow 20 minutes for the optical module to warm up. navigation knob
to highlight the
Oximetry Frame e i
and press to In vitro Calbration
display the g
Oximetry Menu. ibironc
2. Rotate the knob New Catheter
to select

Parameter and
then press the knob.

. Rotate the knob and highlight the parameter you will
be using for oximetry (ScvO2 or SvOz2) and then press
the knob.

. 4. Rotate the navigation knob to select
2. Open the PreSep catheter lid In vitro Calibration.
exposing only the optics . Rotate the navigation knob to select
connection or entire tray, HGB (hemoglobin) or Hct (Hematocrit), then enter the
depending on lab value if available or otherwise use the default values.
technique, remove . Select Calibrate. You will see the message:
optics connection In vitro calibration in progress. Ready in 20 seconds.
being careful not When the countdown reaches 0 seconds you will see
to contaminate the following message:
tray contents. In vitro calibration OK. Insert catheter then select Start.
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Vigileo Oximetry Monitor
In vivo Calibration
. In vivo calibration is performed after the catheter has

been inserted into the patient.
. Connect PreSep catheter to the . Rotate the naviga-

optical module matching tion knob to high-
“TOP” on both optical ,~ light In vivo
moduleland optics / Calibration. The
connection. e monitor begins the
\ o | calibration process
1 / as shown in the
% following figure.
~ = . Select Continue
unless a Wall
Artifact or Wedge
Detected, or
Unstable Signal message appears, attempt to trou-
bleshoot the problem as instructed in Chapter 12:
Troubleshooting, in the user’s manual.
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Edwards Vigileo Monitor Setup

Setup and Calibration of Edwards PreSep Catheter

4. Press the navigation
knob and then draw
the blood sample.
The display changes el
to show the draw followed by b sample.
time and the value
of parameters
Scv02/SvO2 and HGB
at the draw time,
as shown in the il
following figure.

5. Draw the waste blood (clearing volume) sample slowly
from the distal lumen.

6. Draw the laboratory blood sample slowly (2 ml [cc] over
30 seconds).

7. Send the blood sample for measured analysis by

co-oximeter.
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8. Upon receipt of the COe
lab values from the
Enter Oximetry and sither HGB or Het

drawn sample, use

the navigation knob
. then select Calibrate.

to enter the oximetry Select Retum to complste calibration later,

Draw

Cancel

value and either the s

HGB or Hct. ety Hee x w
9. After the values are S00z % Caibrate

entered, rotate the =2 =

navigation knob to
select Calibrate. This
action initiates the
calibration of the
optical module.

10. At the end of the
25 second countdown,
the Calibration Menu
is removed from the
screen and the
Oximetry Menu
is displayed.

Optical Module Up date

Optical Meodule Update in progress.
Do net discennect Optical Medule.

Ready in 25 seconds

10+0/2008

11:55:45 AM
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Vigileo Oximetry Monitor Recall Optical Module Data

1. In the event that a patient needs to be transported while
oximetry is being monitored, patient data (e.g., height,
weight, and BSA) and system calibration information can
be transferred with the patient via the optical module,
eliminating the need to recalibrate the monitor.

2. With the catheter connected to the optical module,
unplug the optical module cable from the Vigileo monitor
and transport it with the patient. The catheter should not
be disconnected from the optical module.

3. If the optical module is being connected to another
Vigileo monitor, make sure that previous patient data is
cleared from the monitor.

4. Once the patient has been transferred, reconnect the
optical module cable to the Vigileo monitor.

5. Rotate the navigation knob to highlight the Oximetry Frame.

6. Press the knob.

7. Under the Oximetry
Frame, select Recall
OM Data. Oximetry Racall OM Data

8. The calibration data in Salact Yas to Racall Data
the optical module will ik el i

H Ondrremy Calibration Data Patiznt Data
be dlsplayed Type Invive Height: 70 in
. _Eata 1071072008 WE?;: :3;14&:;
ime: 104555 AN
If the optical module data TR 10
3%

is less than 24 hours old, S0
confirmation instructions
and a Yes/No confirmation
is displayed. Select Yes to
start oximetry monitoring using the recalled calibration informa-
tion OR select No and perform an in vivo calibration. If the
optical module data is more than 24 hours old, the optical
module data cannot be recalled and a new calibration must be
performed.

NOTE

Keep the date and time of all Vigileo monitors current. If the
date and/or time of the Vigileo monitor being transported
“from” differs from the Vigileo monitor being transported
“to,” then the 24 hour test may not work properly.

No

Rx only. See instructions for use for full prescribing information.

Edwards Lifesciences devices placed on the European market meeting the
essential requirements referred to in Article 3 of the Medical Device Directive
93/42/EEC bear the CE marking of conformity.

Edwards, the stylized E logo and Vigileo are trademarks of Edwards Lifesciences
Corporation. EEdwards Lifesciences and PreSep are trademarks of Edwards
Lifesciences Corporation and are registered in the U.S. Patent and Trademark Office.
© 2006 Edwards Lifesciences LLC. All rights reserved. ARO1184
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Edwards Lifesciences LLC - Irvine, CA 92614 USA - 949.250.2500 - www.edwards.com
Edwards Lifesciences (Canada) Inc. - Mississauga, Ontario - Canada L5C 4R3 - 905.566.4220
Edwards Lifesciences S.A. - Ch. du Glapin 6 - Switzerland - 41.21.823.4300
Edwards Lifesciences Japan - Chiyoda-ku, Tokyo 102-0085 - Japan - 81.3.5213.5700
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