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Summary:

The Clinical Dynamics AccuSim Patient Simulator has been verified to be used in conjunction with the
above devices. Additionally, the below information is being made available to end users to show how
to use the simulator with the device to verify functional checks and Full calibration (CSM, ProBp 3400,
CIWS, CVSM only) for preventative maintenance.

Customers requesting additional information, parts, tooling, etc.. for the AccuSim Patient Simulator
should reach out to Clinical Dynamics directly at the address below.

Clinical/|Dynamics

www.clinicaldynamics.com

Clinical Dynamics Corporation

10 Capital Drive

Wallingford, CT 06492-2318 USA
203-269-0090

800-247-6427
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1.0 Purpose:
This service procedure details how to use the Clinical Dynamics AccuSim simulator
for preventative maintenance or calibration activities for the devices defined within
this process.

2.0 Scope:
The instructions in this procedure apply to the below products.
Connex Spot Monitor - CSM
Connex Vital Signs Monitor - CVSM
Connex Integrated Wall System - CIWS
ProBP 3400
Spot
Spot LXI
Propaq CS
Propaq EN
Propaq LT
VSM 300
Micropaq
CP50
CP150
CP100/200
ABPM 6100
ABPM 7100
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3.0 Device specific Instructions:
1. Connex Spot Monitor - CSM
e Required Tools
= CSM
e Blood Pressure Hose
e Spo2 Ext. cable (Nellcor, Masimo, Nonin)
e Y-tube adapter
= Service Test Box (Nurse Call)
= USBAtoB
= 3.5mm audio cord
= Ethernet Cable
= Test Volume
=  Welch Allyn Service Tool - WAST
= USB A to B micro cable
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters
= Male to male
o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo, Nonin)
o SPO2 Adapter
o SPO2 Simulator cable
e SureTemp cable
o SureTemp Plus cable
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¢ NIBP Functional Verification

** Attach the USB cable to a PC with WAST
1. Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, and 500cc) on

the Test Volume
2. Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume™ hose on “NIBP
Tube”
3. Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
Tube”
Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”
Connect the “NIBP Barb to Hose” to “Y-tube adapter”
Connect the “Y-tube adapter” to “Blood Pressure hose”
[CSM] Connect the “Blood Pressure hose” to CSM
[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator
9. [AccuSim] Turn on the Simulator
** Power button is located on the back of [AccuS|m]
@@ 20bprn Arop: 150 my |
HIEF: 8400/ 70030 0
wWo'alch Allyn: Spot WSk IEF
[E1Sp02: 37 Monimn_PureSAT
Re=p: 15rpm. Temp: 3[1 l:

[DverP | Seti |

10. [AccuSim] Press the “Menu” button to launch the main menu options

Sl S
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4 n
Main I'.'I--rn_l

FMS/Service Routine

21 HIBF I'.'I-:--:Iule

21 ECG Module

4.1 SPOZ Simn

3. Simulator Confia

11. [AccuSim] Press “Enter” button to select “PM/Service Routine”

N

Mill Elzc. Safety Checked?

'ES]
MO
[<IESCZ EHTI=]

12. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable
*2E2 or F2 to =select, Fd to zet.
F1to ==t I35t uszed CalTable**

Fea s

R

13. [AccuSim] Press “Up/Down Arrow” buttons to locate the “CSM”

Mfotr: welch Allkn
Modeal: (I

[ FMs _----rI '|- e Routine ]
1 ODyerF Test
2.1 BF Lhococuracy
41 SPOZ Sirm
21 Termp. Module Checlk
A\, >
15. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press

“Enter”
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’~

Meter 0.0

rnrnH=S
[Min:00 Jowg00  [Max:00 |

|_Zero [Reset]| Cal | SetP |

16. [CSM] Power on the device

17. [CSM] Connect the USB cable to CSM and a PC with WAST (Welch Allyn Service
Tool) installed.

18. [PC] Launch WAST

19. [PC] Click on the “Service” option if prompted

20. [PC] Enter in the User ID and Password for WAST

21. [PC] Double Click on the “Connex Spot Monitor” listed

22. [PC] Click the “Verify and Calibrate” tab

23. [PC] Double Click on the “NIBP Sensor” listed

24. [PC] Click “Begin” to start the test and calibration

25. [PC] Click “Perform all”

26. Follow the instruction from the WAST

27. Read the following “**” ahead to avoid confusion

** The “Meter readings” are from the AccuSim Simulator

** For the “Single Lumen” or “Double Lumen” test only one needs to be ran, Skip the
one you don’t use

28. Verify the test successfully finish without failures [Pass/Fail]

29. Press “close” and disconnect all cables and devices
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e Spo2 Functional Verification

1. [AccuSim] Connect the “SPO2 Adapter” to the AccuSim simulator

2. Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is
labeled per the type of Spo2 system being used)

3. Connect the “SPO2 Simulator cable” to the “SPO2 Ext. Cable”

4. [AccuSim] Press “Escape” button twice

4 5
Mairn Mera

"

FMS/Service Routine
J HIBF Module

J ECG Module

J SPOZ Simn

J o Simulator Config

Ch s 0 fa

o
[AccuSim] Press “Enter” button to select “PM/Service Routine”
[AccuSim] Press “Enter” to message “Elec. Safety Checked?”

o Oy

Generic CalTable
2FE2 ar F2 to select, Fd to zet.
F1to ==t last used CalTable**

| Cal | Seq

7. [AccuSim] Press “F1” to set the last calibration table
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Document Description:

[ FM/Serwvice Routine 1
11 Leak Test
2.1 OgerP Te=st
3.1 BF Accuracy
SFO2 Sirn
3.1 Temp. Module Checl

8. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”

(EEETE || Mesimo
Sat 1000 | FR 830

FulseMod | So00 % |
| | Adw |

9. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the

screen
[ sPOziElec) [ OETHS
Sat 100 | FR 30
PulseMod | So0 % |
| | Adw

10. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

11. Connect the according “SPO2 Ext. Cable” to CSM

** Follow steps 12-13 for Masimo and steps 14-17 for Nellcor and Nonin

** Give the device about 30 seconds to stabilize

12. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 80% and Pulse Rate to 60 bpm

[ sFOziElec) [ Masimo

Sat 80| Fr 60|

FulseMod | S00 % |

13. [CSM] Verify that Saturation level is 80% +3% and Pulse Rate is 60 bpm * 1 bpm
[Pass/Fail]
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14. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation
level and to 90% and Pulse Rate to 60 bpm

| SPOZ(Elec.) [IEIEENEET

Sat Q| PR (all]

FulseMod | 500 % |

L1 | Adv [nutoSeq

15. [CSM] Verify that Saturation level is 90% *1% and Pulse Rate is 60 bpm * 1 bpm

[Pass/Fail]
16. Disconnect all spo2 cables
** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the

simulator and pull up
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e SureTemp Temperature Functional Verification

Remove the Probe Key attached to CSM if there is one

[AccuSim] Connect the “SureTemp Plus cable” to “Temp 2” located at the back of
the simulator

[CSM] Connect the “SureTemp Plus cable” to CSM

[CSM] Remove the “Probe” from the well on CSM

[CSM] Verify that the displayed temperature is 97.3 £ 0.2 °F (36.3 + 0.1 °C)
[Pass/Fail]

[CSM] Disconnect the simulator cable and reconnect the “Probe” to the CSM
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e Full Calibration
** Follow this step only for device Calibration
Make sure both devices are powered down
[CSM] Power on the device
[AccuSim] Power on the Simulator
[CSM] Attach the USB cable to a PC with WAST
[PC] Launch WAST
[PC] Click on the “Service” option if prompted
[PC] Enter in the User ID and Password for WAST
[PC] Double Click on the “Connex Spot Monitor” listed
[PC] Click the “Verify and Calibrate” tab
10 [PC] Double Click on the “Connex Spot Monitor” listed
11. [PC] Click “Begin” to start the test and calibration
12. Follow the instruction from the WAST
** SPO2Test
13. [AccuSim] Connect the “SPO2 Adapter” to the AccuSim simulator
14. Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is
labeled per the type of Spo2 system being used)
15. Connect the “SPO2 Simulator cable” to the “SPO2 Ext. cable”
16 [CSM] Connect the “SPO2 Ext. cable” to CSM
7. [AccuSim] Press the “Menu” button to launch the main menu options
8 [AccuSim] Press “Enter” button to select “PM/Service Routine”
19. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”
20. [AccuSim] Press “Up/Down Arrow” buttons to locate the “CSM”
L1
2.

©ooNo Gk wdE

21. [AccuSim] Press “F4” button to launch “Set CalTable”

22. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”

23. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the SPO2 type,
Saturation level and Pulse Rate to given value in WAST

** NIBP

24. Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, and 500cc) on
the Test Volume

25. Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume™ hose on “NIBP
Tube”

26. Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
Tube”

27. Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”

28. Connect the “NIBP Barb to Hose” to “Y-tube adapter”

29. Connect the “Y-tube adapter” to “Blood Pressure hose”
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30. [CSM] Connect the “Blood Pressure hose” to CSM

31. [AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

32. [AccuSim] Press “Escape” button

33. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”

34. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

** SureTemp Temperature

35. Skip the “Low temperature test”

36. Instead of the Calibration key, connect the SureTemp Plus cable to “Temp2” on
AccuSim and CSM

** The “Meter readings” are from the AccuSim Simulator

** For the “Single Lumen” or “Double Lumen” test only one needs to be ran, Skip the

one you don’t use

37. [PC] Access and save the calibration certificate and service logs at the following
directory:

C:\ProgramData\Welch Allyn Service Tool\ServiceLogs
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2. Connex Vital Signs Monitor — CVSM/CIWS

e Required Tools

CVSM/CIWS
e Blood Pressure Hose
e Y-tube adapter
e SPO2 Ext. cable (Nellcor, Masimo)
e Service Test Box (Nurse Call)
o USBAtoB
o 3.5mm audio cord
e Ethernet Cable
Test Volume
Welch Allyn Service Tool - WAST
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters
= Male to male
o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo)
o SPO2 Adapter
o SPO2 Simulator cable
e SureTemp cable
o SureTemp Plus cable
e ECG banana plug
USB A to B mini cable
Slotted Screwdriver
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¢ NIBP Functional Verification

** Attach the USB cable to a PC with WAST available

1.

N o ok

9.

Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, and 500cc) on
the Test Volume

Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume” hose on “NIBP
Tube”

Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
Tube”

Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”

Connect the “NIBP Barb to Hose” to “Y-tube adapter”

Connect the “Y-tube adapter” to “Blood Pressure hose”

[CVSM] Connect the “Blood Pressure hose” to CVSM

[AccuSim] Connect the Hose labeled “AccuSim™ to “Pressure Port” on back of the
AccuSim Simulator

[AccuSim] Turn on the Simulator

** Power button is located on the back

~

FR:|

HIEP: &A00 70030

walch Allyn: Spot WEM IEF
[E1Sp02: 975 Nonin—PureSoT
Re=zp: 15rpm. Temp: 300C

S0 beprm  Armp: 150 n'-:u]'-.f )

[Duwerf | Setl |

10. [AccuSim] Press the “Menu” button to launch the main menu options
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[ 1
1P Service Routine
2.1 HIBF Modul=
=21 ECG Moduls
A1 SPOZ2 Simn
3. Simulator Confia

11. [AccuSim] Press “Enter” button to select “PM/Service Routine”

N

Mill Elzc. Safety Checked?

'ES]
MO
[<IESCZ EHTI=]

12. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable
*2E2 or F2 to =select, Fd to zet.
F1to =set last used CalTable**

ear |

Teq
R

13. [AccuSim] Press “Up/Down Arrow” buttons to locate the “VSM 6000”

Mfoctr:  welch &l0k5n
Model:  'WSM E000

| Cal | Seq
N R

14. [AccuSim] Press “F4” button to launch “Set CalTable”

[ FM/Service Routine 1
Leak Test
2.1 OuverP Test
2.1 BF Lhococuracy
2.1 SP0O2 Sim
a1 Termp. Module Check
A o
15. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”
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(Meter 0.0

rnrnH=S
[Min:00 Jowg00  [Max:00 |

|_Zero [Reset]| Cal | SetP |

16. [CVSM] Power on the device

17. Connect the USB cable to CVSM and a PC with WAST (Welch Allyn Service Tool)
installed.

18. [PC] Launch WAST

19. PC] Click on the “Service” option if prompted

20. [PC] Enter in the User ID and Password for WAST

21. [PC] Make sure “Device List” is selected, if not click on it

22. [PC] Double Click on the “Welch Allyn Connex Device” listed

23. [PC] Click the “Verify and Calibrate” tab

24. [PC] Double Click on the “NIBP Sensor” listed

25. [PC] Click “Begin” to start the test and calibration

26. [PC] Click “Perform all”

27. Follow the instruction from the WAST

28. Read the following “**” ahead to avoid confusion

** The “Meter readings” are from the AccuSim Simulator

** For the “Single Lumen” or “Double Lumen” test only one needs to be ran, Skip the

one you don’t use

29. Verify the test successfully finish without failures [Pass/Fail]

30. Press “close” and disconnect all NIBP cables and devices
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e Spo2 Functional Verification

1. [AccuSim] Connect the “SPO2 Adapter” to the AccuSim simulator

2. Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is
labeled per the type of Spo2 system being used)

3. Connect the “SPO2 Simulator cable” to the “Spo2 Ext. cable”

4. [AccuSim] Press the “Escape” button twice

[ 1
FM/Service Routine
2.1 HIBF Modul=
21 ECG Moduls
A1 5P02 Simn
3. Simmudlator Confia

5. [AccuSim] Press “Enter” button to select “PM/Service Routine”

"

Elez. Safetqy Checked™
N'ES]
¢ [H]
[<IESC EMTI=]

M
M

6. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”
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Generic CalTable

*2F2 or F2 1o =elect, Fd to ==t
F1to =et last used CalTable**

ear |

Seq

R

7. [AccuSim] Press “F1” to set the calibration table

7

h

FM/Serwvice Routine
Leak Te=t
OverP Test
BF Accuracy
SFOZ Simn

Temp. Module Checl

Furs
Y e et =

N

ﬁ

o

8. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”

Sat

} _
SFOZ(Elec il Masirno

100| FR g0

FulseMod | 500 X |
L o Totcses

9. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the
screen

Sat

[ sFOziElec) [ DEEHOS

100| FR g0

FulseMod | 500 % |

~ [ Adw ]

10. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

1
1

1
1

1. [CVSM] Press the “Settings” tab
2. [CVSM] Press the “Device” tab
13. [CVSM] Press the “Intervals Monitoring”
4. [CVSM] Press the “Home” tab
5. [CVSM] Connect the “Spo2 Ext. cable to CVSM
16. Follow steps 17-18 for Masimo and steps 19-20 for Nellcor and Nonin
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** Give the device about 30 seconds to stabilize
17. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 81% and Pulse Rate to 61 bpm

[ sPOZiElec) [ Mazimo

Sat a1 FR

FulseMod |  So00 % |

18. [CVSM] Verify that Saturation level is 81% *3% and Pulse Rate is 61 bpm * 1 bpm
[

Pass/Fail]
19. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation
|

evel and to 90% and Pulse Rate to 60 bpm

Er el elicor_omimax |
Sat 0| FR all

PulseMod | S00 % |
L1 | Adv lAutoses
20. [CVSM] Verify that Saturation level is 90% *1% and Pulse Rate is 60 bpm * 1 bpm

[Pass/Fail]
21. [AccuSim] (For both Spo2) Using the “Right/Left/Up/Down Arrow” buttons adjust

the Saturation level and to 75% and Pulse Rate to 200 bpm

[ SFOZiElec) [Mellcor_Oxirmax

Sat 15| PR 200

FulseMod | So00 % |

| Adw |

22. [CVSM] Verify that Saturation level is 75% 1% and Pulse Rate is 200 bpm * 2 bpm
[Pass/Fail]

23. Disconnect all Spo2 cables

** Be careful removing the SPO2 Adapter, it is spring loaded and may ruin the

components inside. Grab the bottom portion of the adapter and lift to remove

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K

Parent: WI-17206803

20




Document Description:

CSB - Clinical Dynamics AccuSim Patient Document Number: 80022216
Simulator Version: B

Wel(:l\A]lYn

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

B~ w

e SureTemp Temperature Functional Verification

Remove the Probe Key attached to CVSM if there is one

[AccuSim] Connect the “SureTemp Plus cable” to “Temp 2” located at the back of
the simulator

[CVSM] Connect the “SureTemp Plus Cable” to CVSM

[CVSM] Remove the “Probe” from the well on CVSM

[CVSM] Verify that the displayed temperature is 97.3 £ 0.2 °F (36.3 £ 0.1 °C)
[Pass/Fail]

[CVSM] Disconnect the “SureTemp cable” and reconnect the “Probe” to the device
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e Full Calibration
** Follow this step only for device Calibration
Make sure both devices are powered down
[CVSM] Power on the device
[AccuSim] Power on the Simulator
[CVSM] Attach the USB cable to a PC with WAST
[PC] Launch WAST
[PC] Click on the “Service” option if prompted
[PC] Enter in the User ID and Password for WAST
[PC] Double Click on the “Welch Allyn Connex Device” listed
[PC] Click the “Verify and Calibrate” tab
10 [PC] Double Click on the “Welch Allyn Connex Device” listed
11. [PC] Click “Begin” to start the test and calibration
12. Follow the instruction from the WAST
** SPO2Test
13. [AccuSim] Connect the “SPO2 Adapter” to the AccuSim simulator
14. Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is
labeled per the type of Spo2 system being used)
15. Connect the “SPO2 Simulator cable” to the “SPO2 Ext. cable”
16. [CVSM] Connect the “SPO2 Ext. cable” to CVSM
17. [AccuSim] Press the “Menu” button to launch the main menu options
18. [AccuSim] Press “Enter” button to select “PM/Service Routine”
19. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”
20. [AccuSim] Press “Up/Down Arrow” buttons to locate the “VSM 6000~
L1
2.

©ooNo Gk wdE

21. [AccuSim] Press “F4” button to launch “Set CalTable”

22. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”
[AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the SPO2 type,
Saturation level and Pulse Rate to given value in WAST

** SureTemp Temperature

23. Skip the “Low temperature test”

24. Instead of the Calibration key, connect the SureTemp Plus cable to “Temp2” on
AccuSim and CVSM

** NIBP

25. Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, and 500cc) on
the Test Volume

26. Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume™ hose on “NIBP
Tube”
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27.

28.
29.
30.
31.
32.

33.
34.

35

kK
kK

Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
Tube”

Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”

Connect the “NIBP Barb to Hose” to “Y-tube adapter”

Connect the “Y-tube adapter” to “Blood Pressure hose”

[CVSM] Connect the “Blood Pressure hose” to CVSM

[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

[AccuSim] Press “Escape” button

[AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”

. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

The “Meter readings” are from the AccuSim Simulator

For the “Single Lumen” or “Double Lumen” test only one needs to be ran, SKip the

one you don’t use

38

. [PC] Access and save the calibration certificate and service logs at the following
directory:

C:\ProgramData\Welch Allyn Service Tool\ServiceLogs
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3. ProBP 3400

e Required Tools
=  ProBP 3400

e Blood Pressure Hose
e Y-tube adapter
= Test Volume

= Welch Allyn Service Tool - WAST

= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube

o NIBP Adapters
= Male to male

o NIBP Barb to Hose (x6)

= USB A to B mini cable
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e Full Calibration

** Attach the USB cable to a PC with WAST available

1.

© XN O

[AccuSim] Connect the “AccuSim” end of the “NIBP Tube” to “Pressure Port”
located on the back of the simulator

Connect the “NIBP Barb to Hose™ hoses to each cylinder on the Test Volume
Connect the “NIBP Barb to Hose™ hose (100cc) to “Test Volume” hose on “NIBP
Tube”

Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
Tube”

Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”

Connect the “NIBP Barb to Hose” to “Y-tube adapter”

Connect the “Y-tube adapter” to “Blood Pressure hose”

[ProBP] Connect “Blood Pressure hose” to ProBP3400

. [AccuSim] Turn on the Simulator

** Power button is located on the back

HNHIEF: 84007700500

Wi'slc:h ollgm: Spot WEM IEF
[E1Sp02: 375 Honin—PureSAaT
Re=p: 153rpm. Temp: 30C

S0 beprm Armp: 150 my )

10. [AccuSim] Press the “Menu” button to launch the main menu options
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4 N

Main Merniu

FMS/Service Routine
J  HIBF Module

J ECG Module

Jd SPOZ2 Sim

J Simulator Confia

., o

Ch s 00 P

11. [AccuSim] Press “Enter” button to select “PM/Service Routine”
12. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable
*2E2 ar F2 to =select, Fd to zet.
F1tao ==t last used CalTable**

| Cal | Seq

N

- Walch BllkEn
Model: FroEF 2400

I Cal | Seq

14. [AccuSim] Press “F4” button to launch “Set CalTable”

[ FM/'Service Routine 1
Leak Test
2.1 OwerfP Te=st
2.1 EBEF bhoccuracy
2.1 SPO2 Sim
21 Temp. Module Check
15. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”

16. [AccuSim] Press “Enter” to the message

17. [ProBP3400] Power on ProBP 3400

18. [ProBP3400] Connect the USB cable to ProBP 3400 and a PC with WAST (Welch
Allyn Service Tool) installed.

19. [PC] Launch WAST

20. PC] Click on the “Service” option if prompted

21. [PC] Enter in the User ID and Password for WAST
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22. [PC] Double Click on the “ProBP 3400 listed

23. [PC] Click the “Verify and Calibrate” tab

24. [PC] Double Click on the “ProBP 3400 listed

25. [PC] Click “Begin” to start the test and calibration

26. Follow the instruction from the WAST

** The “Meter readings” are from the AccuSim Simulator

** For Inflation linearity test, disconnect the Y tube adapter and connect the blood
pressure hose to “500 cc Linearity” on test volume

27. Verify the test successfully finish without failures [Pass/Fail]

28. [PC] Access and save the calibration certificate and service logs at the following
directory:

C:\ProgramData\Welch Allyn Service Tool\ServiceLogs
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4. Spot
e Required Tools
= Spot Vital Signs
e Blood Pressure hose
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= male to male

= PROPAQ female
o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo)

o SPO2 Adapter

o SPO2 Simulator cable

e SureTemp cable
o SureTemp cable
= Test Volume

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K Parent: WI-17206803

28




Document Description:

CSB - Clinical Dynamics AccuSim Patient Document Number: 80022216
Simulator Version: B

Wel(:l\A]lyn'”

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

¢ NIBP Functional Verification

Leak Test

1. Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

2. Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
kit”

3. Connect the “NIBP Adapter” (PROPAQ female) to “NIBP Adapter” (male to male)

4. Connect the “NIBP Adapter” (PROPAQ female) to “Blood Pressure hose”

5. Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume” hose on “NIBP
kit”

6. [Spot] Connect the “Blood Pressure hose” to Spot

7. [AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

8. [AccuSim] Power on the Device

** Power button is located on the back

7~

9.

HIEF: 8400/ 70CE0]

wealch allyrm: Spot WaM IEF
(E1Sp0Z: 37 Honin_FureSAaT
Re=zp: 13rpm. Temp: 30C

S0bepm  Amp: 150 my

| OuerP | Setd |

[AccuSim] Press the “Menu” button to launch the main menu options
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Main Merniu

FMS/Service Routine
J  HIBF Module

J ECG Module

Jd SPOZ2 Sim

J Simulator Confia

., o

Ch s 00 P

10. [AccuSim] Press “Scroll up/down” button to navigate to “PM/Service Routine” and
press “Enter”

Mill Elzc. Safety Checked?

ES]
MO
[<IESCZ EHTI=]

11. [AccuSim] Press “Enter” to the message

Generic CalTable
*2E2 or F2 to =select, F4d to et
F1tao =set last used CalTable**

[oar |

Seq
R

12. [AccuSim] Press “F4” to set the CalTable

** Spot does not have a designated CalTable

[ FMiService Routine 1
1.]]
21 [OuerP Te=st
2.1 BF Lhoccuracy
2.1 SPOZ2 Sim
2.1 Temp. Module Check
13. [AccuSim] Press the “Scroll up/down” button to select the “Leak Test” and press
“Enter”

14. [AccuSim] Press the “Enter” button
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’~

Lealk: 250 mmHa 20 = []_m

Leak Rate: ==rnmHaf  --=
Start: --—-mmH=a

Reset

15. [AccuSim] Press the “Menu” button to preset the Configuration

"

[CeakTest Preset Confia
iE Taroet EE mmHa 20 Sec.
2.1 Targaet 200 mmHa 120 Sec.
21 Targaet 73 rmmHa 240 Sac.

|_Setl | Setz |
16. [AccuSim] Press the “Up/Down/Left/Right Arrow” buttons to adjust to 250 mmHg
and 20 sec

[CeakTest Preset Confia
iE Taraoet EE mmmHa 20 Sec.
2.1 Target 200 mimHa 120 Sec.
21 Targaet 73 rmmHa 240 Sac.

Leak Rate: ="rmmHard  --=
Start: ---mmH=

|_Zero [Reset

18. [Spot] While holding the “Blood Pressure Start/Stop” button turn the device on

19. [Spot] Press the “Mode” button until “CAL” is displayed on the top of the screen

20. Allow for device to stabilize.

21. Make sure the screw on the “Inflation Bulb” is closed

22. [AccuSim] Press “F1” to zero and “F2” and to reset.

23. [Spot] Press the “Blood Pressure Start/Stop” button to close the valve inside the
device

24. [AccuSim] Press “F3” to start the test.

25. Verify Simulator leakage of less than 6 mmHg for 15 seconds [Pass/Fail]
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**The minimum test time is 20 seconds

Leak Rate: lrnran.l' 20 =
Start: 249rammHa

26. [AccuSim] Press “F2” to reset

Over Pressure Test

1. Disconnect the “Test Volume” hose on “NIBP Tube”

2. Connect the “Test Volume” hose on “NIBP Tube” to test volume 250cc
3. [AccuSim] Press “Escape”

[ FMs _--=r'.'i-::-'= Routine 1
;
2.1 OwerF Te=st
2.1 BF Lccuracy
£.1 SPOZ Sim
3. Temp. Module Checlk

4. [AccuSim] Press the “Scroll up/down” button to select the “OverP Test” and press
“Enter”

5. [AccuSim] Press the “Enter” button

5 15 210 25
.mﬂ
6. [AccuSim] Press “F2” and to reset.

7. [AccuSim] Press “F3” to start the test.

8. [Spot] Verify error message “E10.” Overpressure Cutoff is 305 mmHg with + 15
mmHg [Pass/Fail]

9. [Spot] Power down the device

BP Accuracy Test

1. [AccuSim] Press “Escape” button to return to “PM/Service Routine”

2. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter” button.
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(Meter 0.0

rnrnH=S
[Min:00 Jowg00  [Max:00 |

|_Zero [Reset]| Cal | SetP |

. [AccuSim] Press “F1” to zero and “F2” and to reset

[Spot] While holding the “Blood Pressure Start/Stop” button turn the device on
[Spot] Press the “Mode” button until “CAL” is displayed on the top of the screen
[Spot] Press the “Blood Pressure Start/Stop” button to close the internal valve
[AccuSim] Press “F4” and using the “Up/Down Arrow” buttons to set desired
pressure. Press “F3” to start the test. Press “F3” to disable the pump. After recording
the pressure press “F4” to quit the test

8. Repeat the previous procedure for the following pressures. And verify that the
pressure is within the error margin [Pass/Fail]

No ok ow

a. 0.0+£1.0

b. 50.0+1.0
c. 150.0+15
d. 250.0%£2.0

**The Simulator will continuously pump to the specific pressure if not disabled
9. Disconnect hoses and cables from the “NIBP kit”
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e Spo2 Functional Verification

1. [AccuSim] Connect the “SPO2 Adapter” to the AccuSim Simulator

2. Connect the “SPO2 Adapter” to the “Simulator cable” (Simulator cable is labeled per
the type of Spo2 system being used)

3. [AccuSim] Press the “Escape” button to return to “PM/Service Routine” menu

4. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”

FM/Serwvice Routine
Leak Te=t
OverP Test
BF Accuracy
SFOZ Sinn
Temp. Module Checl

e o

oW
e Y et et et

5. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the
screen

SPOZIElec. )] Ma=imo

Sat 100 | PR 80

PulseMod | 500 % |
(| | Ade [sutoSeq
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6. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

[ SPOZ(Elec.) Masimo
Sat 100 | FE 80
FPulseMod | 500 % |

|| Adw |
7. [Spot] Power down Spot Vital Signs

8. [Spot] Power on Spot Vital Signs
9. [Spot] Connect the “SPO2 Simulator cable” to Spot Vital Signs

10. Follow steps 11-12 for Masimo and steps 13-16 for Nellcor

11. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation
level and to 81% and Pulse Rate to 61 bpm

** Wait for 30 seconds for Spot Vital Signs to stabilize

[ sPOZiElec) [ Masimo
Sat 01| PR
PulseMod | 500 % |

12. [Spot] Verify that Saturation level is 81% *3% and Pulse Rate is 61 bpm + 1 bpm

[Pass/Fail]
13. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 90% and Pulse Rate to 60 bpm

B R [Helicor_Oxirnas|
Sat Q0| FR ol

PulseMod | S00 % |
14. [Spot] Verify that Saturation level is 90% *1% and Pulse Rate is 60 bpm + 1 bpm

.
[Pass/Fail]

15. [AccuSim] (For both Spo2) Using the “Right/Left/Up/Down Arrow” buttons adjust
t

he Saturation level and to 75% and Pulse Rate to 200 bpm
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[ SFOZiElec) [Mellcar_Oxirmax

Sat 15| PR 200

FulseMod | So00

16. [Spot] Verify that Saturation level is 75% *+1% and Pulse Rate is 200 bpm * 2 bpm
[Pass/Fail]

17. [Spot] Power down Spot Vital Signs

18. Disconnect all Spo2 cables

** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the

simulator and pull up
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e SureTemp Temperature Functional Verification

771

1. [Spot] Power on Spot Vital Signs

2. Remove the Probe Key attached to Spot if there is one

3. [AccuSim] Connect the “SureTemp cable” to “Temp 2” located at the back of the
simulator

4. [Spot] Connect the “SureTemp cable” to Spot

5. [Spot] Remove the “Probe” from the well on Spot

6. [Spot] Verify that the displayed temperature is 97.3 + 0.2 °F (36.3 + 0.1 °C)
[Pass/Fail]

7. [Spot] Disconnect the “SureTemp cable” and reconnect the “Probe” to the device
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5. Spot LXI

e Required Tools
= Spot Vital Signs LXI

e Y-tube Adapter
e Y-fitting hose

e SPO2 Ext. cable (Nellcor, Masimo)

= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

=  Male to male

o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo)

o SPO2 Adapter

o SPO2 Simulator cable

e SureTemp cable

o SureTemp Plus cable

=  Test Volume

= Stopwatch (Smartphone, Watch, Clock, etc....)
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¢ NIBP Functional Verification

Leak Test

1.

No ok

© ®

10.

11.

12.

13.

Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

Connect the “NIBP Barb to Hose™ hose (100cc) to “Test Volume” hose on “NIBP
kit”

Connect the “NIBP Adapter” (male to male) to “Device Under Test” hose on “NIBP
kit”

Connect the “NIBP Adapter” (male to male) to “NIBP Barb to Hose”

Connect the “NIBP Barb to Hose” to “Y-tube adapter”

Connect the “Y-tube adapter” to “Y-fitting hose”

[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

[LX1] Connect the Y-Tube Hose to the [LXI]

[LXI] Hold the “Select” button while pressing the “Power” button

[LXT] Press the “Arrow” buttons to navigate to “Blood Pressure” and press “Select”
button

[LXIT] Press the “Arrow” buttons to navigate to “BP Calibration Check” and press
“Select” button

[LXI] Press the “Arrow” buttons to navigate to “Close Valve” and press “Select”
button

[AccuSim] Power on the simulator

** Power button is located on the back
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-

B 20bpm  Amp: 150 M )
MIEF: MA00STOCE0)

Welzh All4n: Spot L IEFP
(El1SpOz2: 100X Masinno

Resp: 15 rpm. Temp: 300C
Setd

14. [AccuSim] Press “Menu” button to enter the Main Menu

f 1
FMSService Routine
J  HIBF Module

J ECG Module

J SPOZ2 Sim

J o Simmulator Config

Ch s 0

.,

15. [AccuSim] Using the “Scroll up/down” button to select the “PM/Service Routine”
and press “Enter”

>

==

Elez. Safetqy Checked™
N'ES]
o[
[<IESC EMTI=]

16. [AccuSim] Press “Enter” to the message

[Gereric LalT able
*2E2 or F2 to =select, Fd to zet.
F1to zet last used CalTable**

| Cal Seq

17. [AccuSim] Using the “Up/Down” button to navigate to “Spot LXI” and press “F4” to
set the CalTable

Leak Te=t
2.1 OwearF Test
2.1 EBEF Lhoccuracy
£.1 SPOZ Sim
a1 Temp. Module Checlk
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18. [AccuSim] Press the “Scroll up/down” button to select the “Leak Test” and press

“Enter”
19. [AccuSim] Press the “Enter” button to the message
[Ceak: 250 mmHa 20 = []_l:n
Leak Rate: ==pnmmHaY --=
Start: --—-mmH=

20. [AccuSim] Press the “Menu” button to preset the Configuration

-

[CeakTest Pre=et Confia

il Taraet EEE rmnnHa 20 Sec.
2.1 Target 200 mmHa 120 Sec.
21 Taraet 75 mmHa 240 Sec.

Tt
21. [AccuSim] Press the “F1” button to navigate to “Set1”
22. [AccuSim] Press the “Up/Down/Left/Right Arrow” buttons to adjust to 250 mmHg

and 20 sec

[CeakTest Pre=et Confia

il Taraet EEE rmnnHa 20 Sec.
2.1 Target 200 mmHa 120 Sec.
21 Taraet 75 mmHa 240 Sec.

Leak Rate: ="pamHaY --=
Start: --—-mmiH=a

t
24. Close the screw on the hand bulb to lock the pressure within the system

25. Allow for devices to stabilize.
26. [AccuSim] Press “F1” to zero and “F2” and to reset.

27. [AccuSim] Press “F3” to start the test.
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28. [AccuSim] 250 mmHg must have leakage of less than 6 mmHg for 15 seconds

[Pass/Fail]

** The minimum run time for leak test is 20 seconds

Leak Ratea: lmmHg.l' 20 =

Te=t Complete

Start: 249rmammHS
| Reset]| |

29. [AccuSim] Press “F2” to quit and reset the test

Over Pressure Test

1. Disconnect the “Test Volume™ hose on “NIBP Tube”
2. Connect the “Test Volume” hose on “NIBP Tube” to test volume 250cc
3. [AccuSim] Press “Escape” button to return the “PM/Service Routine”
f FMService Routicic R
11  Leak Test
= IO verP Tezt
2.1 BF Lccuracy
4.1 SPOZ2 Simn
2. Temp. Module Check
4. [AccuSim] Press the “Scroll up/down” button to select the “OverP Test” and press
“Enter”
5. [AccuSim] Press “Enter” to message
EEIEI
160
120
=0 i5 20 25
malm Auto |
6. [AccuSim] Press “F2” to reset the previous data
7. [AccuSim] Press “F3” to start the test

[LX1] Verify that maximum pressure is between 296 to 329 mmHg [Pass/Fail]

** The Simulator will continue to pump, but the Spot LXI should display a pressure less than
329 mmHg

9.

[LXI] Press the “Select” button to release the pressure

10. [AccuSim] Press “F2” to reset
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Inflation Test

1. [LXI] Press the “Select” button to lock the pressure

2. [AccuSim] Press “Escape” button

3. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”

4. [AccuSim] Press “Enter” to the message

5. Setup a stopwatch

** stopwatch can be: smartphone, clock, watch, etc.
6. [LXI] Press the “Arrow” buttons to navigate to “Start Cuff Inflation”

** Read the next 4 steps ahead before proceeding
7. [LXI] Press “Select” button and start the stopwatch

8. [AccuSim] Stop the stopwatch immediately as soon as the pressure hits 210 mmHg
(does not have to stabilize)

9. [LXI] Press “Select” button after the pressure hits 210 mmHg

10. Verify the test takes 7 seconds or less [Pass/Fail]

11. [LXI] Press the “Arrow” buttons to navigate to “Open Valve” and press “Select”
button

BP Accuracy Test

1. [LXIT] Press “Select” button to close the valve

2. Disconnect the “Test Volume” hose on “NIBP Tube”

3. Connect the “Test Volume™ hose on “NIBP Tube” to test volume 500cc

(Meter 0.0

rnrmHS
[Min:00 Jowg00  [Max00 |

|_Zero [Reset]| Cal | SetP |

4. [AccuSim] Press “F1” to zero and “F2” to reset

5. [AccuSim] Press “F4” and using the “Up/Down Arrow” buttons to set desired
pressure. Press “F3” to start the test

6. [AccuSim] when the pressure reaches set pressure, press “F3” to disable the pump

and compare the results [Pass/Fail]

a. 0.0x1.0

b. 50.0+1.0
c. 150.0+15
d. 250.0+2.0
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7. [AccuSim] Press “F4” to stop and then “F1” to reset. Repeat the procedures 4-7 as
required.

Dump Test
1. [AccuSim] Press “F1” to reset the system

(Getr2E0 0.0

rmimH=a
Mirc00 Jows00  [Max:11d ]

(Reset]| [ start]|

2. [AccuSim] Using the “Up/Down Arrow” buttons adjust the pressure to 260mmHg
3. [AccuSim] Press “F3” to set up the required pressure and wait till system stabilizes

** The pressure does not need to be exact
4. [AccuSim] Press “F3” to disable the pump once the reaches 260 mmHg

(S=tF:ZE0 2509,

rmrmHa
(Mir:0.0 IP.'.'5|=25!EI.?|ME:-::263.1|

|Feset|  [Enable] Quit |

5. Prepare a stopwatch

** stopwatch can be: smartphone, clock, watch, etc.
6. [LXI] Simultaneously press “Select” to open the valve and start the stop watch

7. [AccuSim] Stop the stopwatch when the pressure hits 15 mmHg
8. Verify the test takes less than 10 seconds [Pass/Fail]

9. [AccuSim] Press “F4” to stop the simulator

10. Disconnect hoses from the “NIBP kit”
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e Spo2 Functional Verification

1. [LXI] Power down the Spot LXI
2. [AccuSim] Connect the “SPO2 Adapter” to the Simulator
3. Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is

labeled per the type of Spo2 system being used)

4. Connect the “SPO2 Simulator cable” to the “SPO2 Ext. Cable”
5. [AccuSim] Press the “Escape” button twice to return to the “PM/Service Routine”
6. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press

“Enter”
[ FM!Serwice Routine 1
11 Leak Te=st
2.1 OperP Test
3.1 BF Accuracy
IS FOZ Sim
3.1 Temp. Module Checly

7. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the
screen

Sat

.
EEEEEEN | Ma=irno

100]| FR g0

Fulse Mod | 500 X |
[ | | Adw [autoSeq
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8. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

[ SPOZ(Elec.) Masimo
Sat 100 | FE 80
FPulseMod | 500 % |

|| Adw |

9. [LXI] Connect the according “SPO2 Ext. cable” to Spot LXI

10. [LX1] Power on the Spot LXI
11. Follow steps 12-13 for Masimo and steps 14-15 for Nellcor
12. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 81% and Pulse Rate to 61 bpm

[ sPOZiElec) [ Mazimo
Sat 01| PR

FulseMod | So00 % |

13. [LXI] Verify that Saturation level is 81% +3% and Pulse Rate is 61 bpm + 1 bpm

[Pass/Fail]
14. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 90% and Pulse Rate to 60 bpm

Err e Helcor _Cmimax)|
Sat 0| FR fall

PulseMod | S00 % |
L1 | Adv lAutoseq
15. [LXI] Verify that Saturation level is 90% +1% and Pulse Rate is 61 bpm + 1 bpm

[Pass/Fail]
16. Disconnect all cables
** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the

simulator and pull up
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e SureTemp Temperature Functional Verification

[LXI] Power down the Spot LXI

[LXI] Power on the Spot LXI

[LXI] Remove the Probe Key attached to Spot LXI if there is one

[AccuSim] Connect the “SureTemp Plus cable” to “Temp 2” located at the back of
the simulator

[LXI] Connect the “SureTemp Plus Cable” to Spot LXI

[LXI] Remove the “Probe” from the well on Spot LXI

[LX1] Verify that the displayed temperature is 97.3 £ 0.2 °F (36.3 £ 0.1 °C)
[Pass/Fail]

[LXI] Disconnect the “SureTemp cable” and reconnect the “Probe” to the device
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6. Propaq CS

e Required Tools

Propag CS
e 5lead ECG cable
AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters
= PROPAQ male
o NIBP Barb to Hose (x6)
e YSI400/700 Temperature Kit
e SPO2 Cable Kit (Nellcor, Masimo)
o SPO2 Adapter
o SPO2 Simulator cable
e ECG banana plug
¢ Invasive BP Cable
Test Volume
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8.

¢ NIBP Functional Verification
Leak Test

Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

Connect the “NIBP Barb to Hose™ hose (100cc) to “Test Volume” hose on “NIBP
Tube”

[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

Connect the “NIBP Adapter” (PROPAQ male) to “Device Under Test” hose on
“NIBP Tube”

[Propaq] Connect the “NIBP Adapter” (PROPAQ male) to Propaq CS

[ProPaq] Turn the device on

[ProPaq] Press the following options accordingly:

SETUP > MORE > MORE > SERVICE > YES > NIBP TEST
[AccuSim] Power on the simulator

** Power button is located on the back

-

B #0bpm Smp: 150 |
MIEF: MAOOSTOCE0) 0
W'alch All4n: Spot L IEFP
(El1Sp0z2: 100X Masino
Re=zp: 153 rpm. Temp: 3

9.

e =
0

[AccuSiOm] Press the “Menu” button to launch the main menu options
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Main Merniu

FM/Service Routine

21 HIBF Module

21 ECG Module

4.1 SPOZ Simn

3. Simulator Confia

10. [AccuSim] Press “Enter” button to select “PM/Service Routine”

N

Mill Elzc. Safety Checked?

'ES]
MO
[<IESCZ EHTI=]

11. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable
*2E2 or F2 to =select, Fd to zet.
F1to =set last used CalTable**

ear |

Seq
R N
-+ i
12. [AccuSim] Press “F4” to set CalTable
*ProPaq CS is currently missing

FM'Service Routine 1
2.1 [OwerF Te=st
2.1 BF bAccuracy
A1 SPOZ Sim
3. Temp. Module Checlk

13. [AccuSim] Press the “Scroll up/down” button to select the “Leak Test”
14. [AccuSim] Press the “Enter” button

Leak Rate: ="pamHaY --=
Start: --—-mmiH=a

Auto

15. [AccuSim] Press the “Menu” button to preset the Configuration
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[CeakTest Preset Confia
iE Taraoet EE mmmHa 20 Sec.
2.1 Target 300 mmHa 120 Sec.
21 Targaet 73 mmHa 240 Sac.

16. [AccuSim] Press the “Up/Down/Left/Right Arrow” buttons to adjust to 280 mmHg
and 240 sec
17. [AccuSim] Press the “Escape” button to return to Leak Test

0.0

nm rrH c2d40 =

Leak Rate: ==mmHas --=
Start: ---rnmiHa

18. Close the screw on the hand bulb to lock the pressure within the system
19. [AccuSim] Press “F1” to zero and “F2” and to reset.

20. [ProPaq] Press “ZERO” button

21. [ProPaq] Press “NIBP CAL” button (this closes the valve)

22. Allow for devices to stabilize.

23. [AccuSim] Press “F3” to start the test.

24. Verify that both devices display leakage of less than 50 mmHg [Pass/Fail]

0.0

Leak Rate: ==mmHas  --=
Start: -—-rmmHa

25. [AccuSim] Press “F2” to reset after finishing the test
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BP Accuracy

1. Disconnect the “Test Volume™ hose connected to 100cc and connect it to 500cc on
the Test Volume

2. [AccuSim] Press “Escape” button to return to the “PM/Service Routine”

3. [AccuSim] Press the “Scroll up/down” button to navigate to “BP Accuracy” and press
“Enter” button

4. [AccuSim] Press “Enter” button

(Meter 0.0

rnrmHS
[Min:00 Jowg00  [Max00 |

| Zero [Reset| Cal | SetP |

5. [ProPaq] Press “CANCEL” to dump the pressure

6. [ProPaq] Press “ZERO” and then press the “NIBP CAL”
7

8

[AccuSim] Press “F1” to zero and “F2” and to reset
Compare the pressure on AccuSim simulator and Propag. Verify that the following is
true [Pass/Fail]
a. 0 mmHg + 2 mmHg
9. Compare the pressure on AccuSim simulator and Propaq. Using the “Inflation Bulb”
pump the pressure up to 20 mmHg and verify the following on Propaq [Pass/Fail]
a. 20 mmHg + 2 mmHg
10. [ProPaq] Press “CANCEL” to dump the pressure then press the “NIBP CAL” button
once the pressure reaches zero

** Read the next 5 steps ahead
11. [AccuSim] Press “F4” and by using the “Up/Down Arrow” buttons to set desired

pressure.
12. Press “F3” to start the test. Once the pressure closes in on the desired value Press
“F3” to disable the pump.
13. Compare the values between AccuSim simulator and the Propaq and verify that the
following is accurate. [Pass/Fail]
a. 50 mmHg + 2 mmHg
b. 100 mmHg £ 2 mmHg
c. 200 mmHg + 2 mmHg
d. 250 mmHg = 3 mmHg
i. PR1 250+ 3 mmHg
ii. PR2 250+ 15 mmHg
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e. 270 mmHg + 4 mmHg

14. [AccuSim] Press “F4” to quit and press “F1” to reset
15. Repeat the steps 12-15 to complete each volume listed in 13
16. Disconnect all NIBP cables
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¢ YSI400, YSI700 Temperature Functional Verification

Connect the 3.5mm audio cable to %4 Jack adapter

[AccuSim] Connect the 3.5mm audio cable to “Temp1” AccuSim

[AccuSim] Press “Escape” button

[AccuSim] Press the “Scroll up/down” button to select the “Temp. Module Check”
and press “Enter” to launch

[Propaq] Press the “Home” button

[AccuSim] Press “F4” to launch the default option of “37°C”

[Propaq] Connect the 74 Jack adapter to “T1” ProPaq

[AccuSim] Using the “Up/Down” button to navigate to “Type: YSI 400”

[ProPaqg] Make sure the temperature is 370 C = 0.10 C [Pass/Fail]

Mo E

© XN O

**If already YSI 400 change to YSI 700

10. [AccuSim] Using the “Up/Down Arrow” button to change the type to “YSI 700”
11. [ProPaq] Make sure the temperature is 370 C £ 0.10 C [Pass/Fail]

12. Repeat steps 8-11 for “T2” port on Propaq

** Silence the alarm “Probe not detected”
13. Disconnect all cables
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e Spo2 Functional Verification

1. [AccuSim] Connect the “SPO2 Adapter” to AccuSim

2. Connect the “SPO2 Adapter” to “SPO2 Simulator cable” (Simulator cable is labeled per
the type of Spo2 system being used)

3. [AccuSim] Press “Escape” button to return to the PM/Service Routine Menu

4. [AccuSim] Press the “Scroll up/down” button to select the “SPO2 Sim” and press “Enter’
to launch

2

[ AT [ Mazimo ||
sat [ 100] FR 20

FulseMod | So00 % |
| | Adw |

5. [ProPaq] Press the “SpO2” button
6. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the screen

[ sPozElec) [ DEETS

Sat 100 | FR 830

FulseMod | 500 % |

| | Adw |
7. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the current
system being used
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[ sPOZ(Elec) [EEN

Sat 100 | PR 830
PulseMod | So0 % |
| | Adwe [AutoSes

8. [Propaqg] Connect the SPO2 Simulator cable to Propaq
9. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation level
and to 94% and Pulse Rate to 60 bpm

[ SFOZ(Elec.) [Hellcor _Oxirnax

sat [ G4] PR [ [0
PulseMod | 500 % |

10. [Propaq] Verify that Saturation level is 94% +4% and Pulse Rate is 60 bpm * 4 bpm
[Pass/Fail]
11. Disconnect all Spo2 cables

cor _Jxinmax

** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the simulator
and pull up
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¢ ECG Functional Verification

1. [AccuSim] Connect all ECG banana plug to AccuSim
2. [AccuSim] Connect the 5 lead ECG cable to each banana plug per the level
i. Brown =V1
ii. Green =RL
iii. Red =LL
iv. Black =LA
v. White =RA
3. [AccuSim] Press “Escape” button twice to return to the Main Menu

[ 1
IFM S Service Routine

J  HIEF Module

J ECG Module

J 0 SP0O2 Sim

J Simulator Confis

A, >
4. [AccuSim] Press the “Scroll up/down” button to select the “ECG Module” and press
“Enter” to launch

—
!

Ch o 0

ECG Module
N FE3
2.1 Rezspiration
31 Inwasive Bp
A1 Temp. Module Chacl
3.1 ECG Confia

. o
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5. [AccuSim] Press the “Scroll up/down” button to select the “NSR” and press “Enter”
to launch

Smp: a0
Mode: Contimuous

| Arop | Mode |
6. [AccuSim] Make sure the Rate is 80, Amp is 1.00, and Mode is Continuous

7. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust each value to the
previous step

|

Mode: Continuous

| Rate | Arnp | Mode |Step:)

8. [AccuSim] Press “Escape” button to go back to ECG Module menu

4 )

2.1 Respiration
31 Inwasive Bp
A1 Temp. Module Chacl
3. ECG Confia

e, -

9. [AccuSim] Press the “Scroll up/down” button to select “Respiration” and press
“Enter” to launch

Ipe-:lan-:e: 250 0Ohmi=
R 005 Ohms

Aprea: 12s
|| Start |
10. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons to change each values
accordingly:
a. Rate =40 rpm
b. Impedance = 1,000 Q
c. AR=1Q
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** Silence the alarm
d ™\

R=ate: A0 rp-
Impedance: 1000 Ohmns

SR 1.0 0hms=

Apres 12z
_ [start]

11. [ProPaq] Press the “Home” button
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12. [ProPaq] Press the following options accordingly:

SETUP > ALARMS > LIMITS
13. [ProPaq] Press the “NEXT PARAMETER” button
14. [ProPaq] Press the “Up” button and increase the value to 45
15. [ProPaq] Press the “Home” button
16. [ProPaq] Press the “ECG/RESP” button
17. [ProPaq] Press the “More” button
18. [ProPaq] Using the “Next” and “Change” button, navigate and change the values
accordingly
i. HR/PR TONE: Low
i. PACER DISPLAY: ON
iii. ECG BANDWIDTH: MONITOR
iv. RESP LEAD: Ldl
v. RESP MONITORING: ON
19. [ProPaq] Press the “PREVIOUS MENU”
20. [Propaq] Using the buttons “ECG SIZE,” “ECG LEAD,” RESP SZE” change the
values accordingly (changes will be displayed on the left side of the monitor):

ECGL1 SIZE: 1ImV/cm
ECG1 LEAD: I
RESP SIZE: 8X

21. [Propaqg] Connect the 5 lead ECG cable to Propaq CS
22. [Propaq] Check that a normal sinus rhythm ECG waveform is displayed. There
should be a soft beep tone with each QRS event [Pass/Fail]
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** The graph displayed should be like the shown picture above

23. [Propaq] Check that monitor’s heartrate display is 80 + 4 bpm and the respiration rate

is 40 £ 2 bpm [Pass/Fail]
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Lead Off Alarm

1. [AccuSim] Disconnect the LA ECG lead from the simulator.

2. [Propaq] Check that equipment alert occurs. “EQUIPMENT ALERT / ECG
FAULT.” It should also indicate which lead is disconnected [Pass/Fail]

3. [Propaq] Press any key to acknowledge the alarm

4. [AccuSim] Reconnect the disconnected lead.

5. Repeat the processes 1-4 for each lead

6. Remove all ECG connections
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¢ IBP Functional Verification
1. [AccuSim] Press the “Escape” button to return to ECG Module
2. [AccuSim] Press the “Scroll up/down” button to select the “Invasive Bp” and press
“Enter” to launch
3. [AccuSim] Connect the “Invasive BP Cable” to port labeled “P1” on AccuSim
4. [Propaq] Press the “Home” button
5. [ProPaq] Press the following options accordingly:

SETUP > WAVE SEL
6. [Propaqg] Check that P1 and P2 waveforms are turned on
7. [Propaq] Press the “Home” button
8. [ProPaq] Press the following options accordingly:

SETUP > ALARMS > 4 SUSPND
9. [Propaq] Press the “Home” button

10. [Propaq] Press the “INV PRS” button

11. [Propaq] Connect the “Invasive BP Cable” to port labeled “INV. BP” on Propaq CS
12. [Propaq] Press the “ZERO P1” button and wait until the device displays “ZEROED”
13. [Propaq] Press the “RESCALE” button

14. [Propaq] Verify that the noise level is <3 mm on the IBP waveform [Pass/Fail]

15. [Propaq] Verify that the mean pressure reading is 0 mmHg + 1 mmHg [Pass/Fail]
16. [AccuSim] Press the “Up/Down Arrow” buttons to adjust the pressure to 200 mmHg
17. [Propaq] Verify that pressure is 200 mmHg + 2 mmHg [Pass/Fail]

** If there are two IBP ports, repeat the steps 11 to 17
18. [Propaq] Remove the “Invasive BP Cable”

19. [Propaq] Verify that the message “P1 FAULTY — TRANSDUCER NOT
DETECTED” appears [Pass/Fail]
20. [Propagq] Silence the message and remove all IBP connections

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K Parent: WI-17206803 63




Document Description:

CSB - Clinical Dynamics AccuSim Patient

Document Number:
Version:

80022216
B

Simulator

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

7. Propaq EN

e Required Tools
= Propaq Encore
e 5lead ECG cable
e Y-tube Adapter
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= PROPAQ male
o NIBP Barb to Hose (x6)

e YSI400/700 Temperature Kit

e SPO2 Cable Kit (Nellcor, Masimo)
o SPO2 Adapter
o SPO2 Simulator cable

e ECG banana plug

e Invasive BP Cable

=  Test Volume
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e NIBP Functional Verification
BP Accurac

1. Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

2. Connect the “NIBP Barb to Hose” hose (500cc) to “Test Volume” hose on “NIBP
Tube”

3. [AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

4. Connect the “NIBP Adapter” (PROPAQ male) to “Device Under Test” hose on
“NIBP Tube”

5. [Propaq] Connect the “NIBP Adapter” (PROPAQ male) to Propaq EN

6. [ProPaq] Turn the device on

7. [ProPaq] Press the following options accordingly:

SETUP > MORE > MORE > SERVICE > YES > NIBP TEST > NIBP CAL
8. [AccuSim] Power on the Simulator

** Power button is located on the back
”

B 20bpm  Amp: 150 M )
MIEF: MA00STOCE0)

Wi'alzh Bllgn: Spot LEi IEF
(E1Sp02: 1005:Masino
Re=zp: 15rpm. Temp: 3

-y E
0

9. [AccuSim] Press the “Menu” button to launch the main menu options
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4 n
Main Merniu

FMS/Service Routine
J  HIBF Module

J ECG Module

Jd SPOZ2 Sim

J Simulator Confia

Ch s 00 P

A\,

-

o

10. [AccuSim] Press “Enter” button to select “PM/Service Routine”
11. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable

Seq

*2F2 or F2 1o =elect, Fd to ==t
F1to =&t last used CalTable**

Mfctr: weelchollban
Model: FropagEncore

I Cal | Seq

ﬂ

13. [AccuSim] Press “F4” button to launch “Set CalTable”
14. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press

the “Enter” button

(Meter 0.0

ramHa

Mim:0.0  Jowe00  [Mzaxc00 |

15. [AccuSim] Press “F4” button

16. [AccuSim] Press “Up/Down Arrow” buttons to adjust the pressure to 250 mmHg
17. Make sure the screw on “Inflation Bulb” is closed
18. [AccuSim] Press “F3” to start the inflation

19. [AccuSim] Press “F3” to disable the pump once the pressure is 250 = 1 mmHg
20. [Propaq] Verify that PR1 250 £ 3 mmHg and PR2 250 + 15 mmHg

21. Using the “Inflation Bulb” pump the pressure up to 270 mmHg
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22. Manually reduce the pressure as indicated as follows
23. Compare the values between AccuSim simulator and the Propaq and verify that the
following is accurate. [Pass/Fail]
a. 2704 mmHg

b. 250+ 3 mmHg
c. 200 £2 mmHg
d. 100 + 2 mmHg
e. 502 mmHg
f. 20+ 2 mmHg
g. 0+2mmHg

24. [AccuSim] Press “F4” to stop the test

Leak Test
1. Disconnect the “Test Volume” hose connected to 100cc and connect it to 500cc on

the Test Volume
2. [AccuSim] Press “Escape” button twice to return to the PM/Service Routine Menu

~

FM/Serwice Routine

Leak Test

2.1 OwerfP Test

2.1 BF Lhoccuracy

2.1 SPOZ Sim

3.1 Temp. Module Check

e, o
3. [AccuSim] Press the “Scroll up/down” button to select the “Leak Test” and press
“Enter”

4. [AccuSim] Press “Enter” to message
[Ceak: 250 mmHa 20 SN RA)
Leak Rate:  ==rmHaf - =
Start:  ---rmiH=a

|_fero [Reset | Start | Auto |

5. [AccuSim] Press the “Menu” button to preset the Configuration
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[CeakTezt Freset Config

iE Taraoet EE mmmHa 20 Sec.
2.1 Target 3200 mmHa 120 Sec.
21 Taraet 75 mmHao 240 Sac.

6. [AccuSim] Press the “Up/Down/Left/Right Arrow” buttons to adjust to 280 mmHg

and 240 sec
7. [AccuSim] Press the “Escape” button to return to Leak Test

0.0

nm rrH c2d40 =

Leak Rate: ==mmHas --=
Start: ---rnmiHa

AccuSim] Press “F1” to zero and “F2” and to reset.

ProPaq] Press “ZERO” button

10. [ProPaq] Press “NIBP CAL” button (this closes the valve)

11. [AccuSim] Press “F3” to start the test.

12. Verify that both devices display leakage of less than 50 mmHg [Pass/Fail]
13. [AccuSim] Press “F2” to reset after finishing the test

14. [ProPaq] Disconnect all NIBP tubing from device and [AccuSim]

8. [
9. [
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¢ YS| 400/700 Temperature Functional Verification

Connect the 3.5mm audio cable to %4 Jack adapter

[AccuSim] Connect the 3.5mm audio cable to “Temp1” AccuSim

[AccuSim] Press “Escape” button

[AccuSim] Press the “Scroll up/down” button to select the “Temp. Module Check”
and press “Enter” to launch

[ProPaq] Press the “Main Menu” button

[AccuSim] Press “F4” to launch the default option of “37°

[Propaq] Connect the 74 Jack adapter to “T1” ProPaq

[AccuSim] Using the “Left/Right Arrow” button to navigate to “Type: YSI 400”
[ProPaqg] Make sure the temperature is 370 C + 0.10 C [Pass/Fail]

10 [AccuSim] Using the “Up/Down Arrow” button to change the type to “YSI 700”

Mo E

© XN O

**If already at YSI 700, reverse the order 8-9
**14” Jack adapter may need to be unplugged and plugged again for system to recognize

11. [ProPaq] Make sure the temperature is 370 C £ 0.10 C [Pass/Fail]

4 Y

Temp. Module Checl

Typea: YSI700
37.0 degc 936 degF

Ternp |30

12. Repeat steps 8-11 for “T2” port on Propaq

** Silence the alarm “Probe not detected”
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13. Disconnect all wires and cables

e Spo2 Functional Verification

1. Connect the “SPO2 Adapter” to AccuSim

2. Connect the “SPO2 Adapter” to “SPO2 Simulator cable” (Simulator cable is labeled
per the type of Spo2 system being used)

3. [AccuSim] Press “Escape” button to return to the PM/Service Routine Menu

[ FM/Service Routine 1
I ==k Test
21 [OuerP Te=st
2.1 BF Lhoccuracy
2.1 SPOZ Sim
a1 Temp. Module Check

4,

[AccuSim] Press the “Scroll up/down” button to select the “SPO2 Sim” and press
“Enter” to launch

SPOZElec I Ma=irno

PulseMod [ 500 % |
e Totoses
5. [ProPaq] Press the “Main Menu” button

6. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the
screen
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[ sFOziElec) [ DEEHS

Sat 100 | FR 30

FulseMod | 500 % |
| [ Adw |

7. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

[ sPOZ(Elec) [EEN

Sat 100 ]| PR 830

FulseMod [ 500 = |
| | ade [AutoSeq
8. [Propaq] Connect the SPO2 Simulator cable to Propaq

9. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation
level and to 94% and Pulse Rate to 60 bpm

cor _Jxinmax

[ sPOZiElec) [ Mazimo

Sat 04| PR 60|

FulseMod | 500 % |
| [ adw |

10. [Propaq] Verify that Saturation level is 94% +4% and Pulse Rate is 60 bpm + 4 bpm
[Pass/Fail]
11. Disconnect all Spo2 wires and cables

** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the
simulator and pull up
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¢ ECG Functional Verification

1. Connect all “ECG banana plug adapter” to AccuSim and the device
2. Connect the 5 lead ECG cable to each banana plug per the level
a. Brown =V1
b. Green =RL
c. Red =LL
d. Black =LA
e. White =RA
3. [AccuSim] Press “Escape” button twice to return to the Main Menu
f 1
FM/Service Routine
2.1  HMIEF Module
2.1 ECG Module
4.1 SPO2 Simn
a0 Simulator Confia

A, >
4. [AccuSim] Press the “Scroll up/down” button to select the “ECG Module” and press
“Enter” to launch

i ECG Module ‘
N FE3
2.1 Rezspiration
31 Inwasive Bp
A1 Temp. Module Chacl
3.1 ECG Confia
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5. [AccuSim] Press the “Scroll up/down” button to select the “NSR” and press “Enter”
to launch

-

Smp: a0
Mode: Contimuous

6. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons to adjust the rate to 180
bpm

[

Mode: Contimuous

| Arop | Mode |
7. [ProPaq] Check that alarm goes off [Pass/Fail]
8. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons return the pulse rate back

down to 80 bpm

r )

MHSH

Mode: Continuous

| Rate | Arnp | Mode |Step:)

9. [AccuSim] Make sure the Rate is 80, Amp is 1.00, and Mode is Continuous
10. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust each value to the
previous step

[
Rat=: 20

Orop:  1.00
Mode: Continuous

| Rate | Arnp | Mode |Step:)

11. [AccuSim] Press “Escape” button to go back to ECG Module menu
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1.1}

2.1 Rezspiration

31 Inwasive Bp

A1 Temp. Module Chacl;
2.1 ECG Confia

A
12. [AccuSim] Press the “Scroll up/down” button to select “Respiration” and press
“Enter” to launch

Re=spiration

Impedance: 250 Ohms
SR 0S Ohmns

Apres: 12s
| [ Start |
13. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons to change each value
accordingly:
a. Rate =40 rpm
b. Impedance = 1,000 Q
C. AR=1Q

** Silence the alarm
-

Re=spiration

Rate: 40 rpmn
Impedance: 1000 Ohmns

R0 Ohrns

Aprea 12
|| Start

14. [ProPaq] Connect the ECG channel to the device

15. [ProPaq] Press the following options accordingly:

Main Menu > ECG/RESP > More
16. [ProPaq] Using the “Next” and “Change” button, navigate and change the values
accordingly
a. HR/PR TONE: LOW
b. PACER DISPLAY: ON
c. ECG BANDWIDTH: MONITOR
d. RESP LEAD: Ld1
e. RESP MONITORING: ON
17. [ProPaq] Press the “PREVIOUS MENU”
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18. [ProPaq] Using the buttons “ECG SIZE,” “ECG LEAD,” RESP SZE” change each
value accordingly
a. ECG1 SIZE: iImV/cm
b. ECG1 LEAD: Il
c. RESP SIZE: 8X
19. [ProPaq] Check that a normal sinus rhythm ECG waveform is displayed. There
should be a soft beep tone with each QRS event [Pass/Fail]

** The graph displayed should be like the top half of the shown picture
20. [ProPaq] Check that monitor’s heart rate display is 80 + 4 bpm and the respiration
rate is 40 =+ 2 bpm [Pass/Fail]

Lead Off Alarm

1. [AccuSim] Disconnect the LA ECG lead from the simulator.

2. [ProPaq] Check that equipment alert occurs. “EQUIPMENT ALERT / ECG
FAULT.” It should also indicate which lead is disconnected [Pass/Fail]
[ProPaq] Press any key to acknowledge the alarm

[ProPaqg] Reconnect the disconnected lead.

[ProPaq] Repeat the processes 1-4 for each lead

Disconnect all cables and wires

Power down all devices

No ok ow
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9.

10.
11.
12.
13.
14.
15.
16.
17.

18.
19.

20.

¢ IBP Functional Verification
[AccuSim] Press the “Escape” button to return to ECG Module
[AccuSim] Press the “Scroll up/down” button to select the “Invasive Bp” and press
“Enter” to launch
[AccuSim] Connect the “Invasive BP Cable” to port labeled “P1” on AccuSim
[Propaq] Press the “MAIN MENU” button
[ProPaq] Press the following options accordingly:

SETUP > WAVE SEL
[Propaq] Check that P1 and P2 waveforms are turned on

[Propaq] Press the “MAIN MENU” button
[ProPaq] Press the following options accordingly:

SETUP > ALARMS > 4 SUSPND
Propaq] Press the “MAIN MENU” button

[
[Propaq] Press the “INV PRS” button

[Propaq] Connect the “Invasive BP Cable” to port labeled “INV. BP” on Propaq EN
[Propaq] Press the “ZERO P1” button and wait until the device displays “ZEROED”
[Propaq] Press the “RESCALE” button

[Propaq] Verify that the noise level is <3 mm on the IBP waveform [Pass/Fail]
[Propaq] Verify that the mean pressure reading is 0 mmHg + 1 mmHg [Pass/Fail]
[AccuSim] Press the “Up/Down Arrow” buttons to adjust the pressure to 200 mmHg
[Propaq] Verify that pressure is 200 mmHg £ 2 mmHg [Pass/Fail]

** If there are two IBP ports, repeat the steps 11 to 17

[Propaq] Remove the “Invasive BP Cable”

[Propaq] Verify that the message “P1 FAULTY — TRANSDUCER NOT
DETECTED” appears [Pass/Fail]

[Propaq] Silence the message and remove all IBP connections
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8. Propaq LT
e Required Tools
= Propaq LT
e 5lead ECG cable
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= PROPAQ male
o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo)

o SPO2 Adapter

o SPO2 Simulator cable

e ECG banana plug
= Test Volume
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e NIBP Functional Verification

Leak Test

F

Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

Connect the “NIBP Barb to Hose” hose (100cc) to “Test Volume” hose on “NIBP
Tube”

[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

Connect the “NIBP Adapter” (PROPAQ male) to “Device Under Test” hose on
“NIBP Tube”

[Propaq] Connect the “NIBP Adapter” (PROPAQ male) to Propaq LT

[AccuSim] Power on the Simulator

** Power button is located on the back
[AccuSim] Press the “Menu” button and press “Enter” twice

.,

1
FM/Service Routine
2 MHIBF Modul=
=2 ECG Module

B

y

J

J  SPO2 Sim

J o Simmulator Config

_h

o

8.

[AccuSim] Press “F4” to set the CalTable

** Propaq LT CalTable is not in the system yet
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Generic CalTable
*2E2 or F2 to select, F4d to zet.
F1to ==t la=t used CalTable**

| Cal | Seq

R e

9. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “BP Accuracy” and
press “Enter” twice

(Meter 0.0

rrmHS
(Mim0.0  [Bug0n  [M=ax:0.n

10. [Propaq] Power on the device

11. [Propaq] Press “Action” button

12. [Propaq] Press the “Blood Pressure” button

13. [Propaq] Verify that “Equipment Alert/NIBP Fault/Kinked or neonate hose” message

appears [Pass/Fail]
. [Propaq] Using the “Up/Down/Left/Right” buttons to navigate to “NIBP mmHg” and
press “Action” button

15. [Propaq] Using the “Up/Down/Left/Right” buttons to navigate to “Setup” and press
“Action” button

16. [Propaq] Using the “Right” button to navigate to “Service” and press “Action” button

17. [Propaq] Using the “Up/Down/Left/Right” buttons to navigate to “NIBP Test” and
press “Action” button

18. [Propaq] wait about 10 seconds for Propaq LT to stabilize

19. [Propaq] Press “Action” button to inflate to 80 mmHg

20. [Propaq] After 20 seconds’ press “Action” button again to inflate to 150 mmHg

21. [Propaq] After 20 seconds’ press “Action” button again to inflate to 300 mmHg

** read the next 4 steps ahead

22. The device inflates to 300 mmHg

23. [Propaq] Verify that the instantaneous pressure display reads “+++” [Pass/Fail]

24. [Propag] Wait until the pressure drops enough for the display to read 299 mmHg

25. [AccuSim] Verify that within the next 10 seconds that the instantaneous pressure is >
291 mmHg [Pass/Fail]

26. [Propaq] Press “Action” button to release pressure

1

SN

o

(62}

BP Accuracy Test
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1. Disconnect the “Test Volume” hose connected to 100cc and connect it to 500cc on
the Test Volume

2. [AccuSim] Press “F2” and “F1” to reset

3. [Propaq] Press “Action” button to inflate to 80 mmHg

4. [AccuSim] Verify that the pressure inflates up to pressure (Max Pressure) of 80 + 3
mmHg [Pass/Fail]

5. [Propaq] After 20 seconds’ press “Action” button again to inflate to 150 mmHg

6. [AccuSim] Verify that the pressure inflates up to pressure of 150 £ 3 mmHg
[Pass/Fail]

7. [Propaq] After 20 seconds’ press “Action” button again to inflate to 300 mmHg

** The Propaq LT may display the pressure as “+++” before settling below 300 mmHg

8. [AccuSim] Verify that the pressure inflates up to pressure of 299 £ 6 mmHg
[Pass/Fail]

9. [Propaq] Press “Action” button to release pressure

10. Disconnect the “PROPAQ” adapter hose and the “NIBP Barb to Hose” hose
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e Spo2 Functional Verification

** Use the compatible Spo2 cable

1.
2.

[AccuSim] Connect the “SPO2 Adapter” to AccuSim

Connect the “SPO2 Adapter” to “SPO2 Simulator cable” (Simulator cable is labeled
per the type of Spo2 system being used)

[Propaq] Press the “Graph” button “Tab/Wave” is displayed on left side of the screen
[Propaq] Using the “Up/Down” buttons navigate to top left of the graph (above the
“Tab/Wave”) and press the “Action” button

[Propaq] Using the “Up/Down’ buttons navigate to “Spo2” and press the “Action”
button

[AccuSim] Press “Escape” button

FM/Serwvice Routinme i
11 Leak Test
2.1 OgerP Test
31 BF Accuracy
SFOZ Sirmn
301 Temp. Module Checl

[AccuSim] Using the “Scroll Up/Down” buttons navigate to “SPO2 SIM” and Press
“Enter”
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[ ST [ Ma=imo
sat [ 100] PR a0

FPulse Mod | 500 X |
_— II-JI|_|t|:.E;|.__":|

8. [AccuSim] Using the “Left/Right Arrow” buttons to navigate to top right of the

screen
[ SPOZ(Elec.) Masimo
Sat 100 | FE 80
FPulseMod | 500 % |
| | Adwe |

9. [AccuSim] Using the “Up/Down Arrow” buttons to change the value to the Spo2 type
being used

[ SFOZ(Elec.) [Hellcor _Oxirnzx

sat [ 100] PR [ [0

PulzseMod | So00 % |

10. [Propaq] Open the Spo2 latch on top of the Propaq device

11. [Propaq] Connect the “SPO2 Simulator cable to Propaq

12. [Propaq] Close the Spo2 latch on top of the Propag device

13. [Propaq] Using the “Up/Down” buttons to navigate to “Lower Limit”
14. [Propaq] Using the “Left/Right” buttons change the lower limit to 70

** (Monitor Only) Note the steps 15-18 are for Models 802LTxN. If Model is 802LTxS follow
steps 19-20
15. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate to “Sat” and
“PR” and set the values accordingly:
a. Sat=75
b. PR=60
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[ SFOZiElec.) [Melloor _Oximanx

Sat 75| FR a0

FulseMod | 500 % |

L___L [ Adv lhutoseq)

16. [Propaq] Verify that the following results are accurate [Pass/Fail]
a. Pulse Rate: 60 + 3 bpm
b. Saturation: 75 £ 3%
17. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate and change
the pulse rate to 200 bpm and saturation to 90%
18. [Propaq] Verify that Propaq displays pulse rate is 200 = 3 bpm and that saturation is
90 + 3% [Pass/Fail]

** Note: alarm may go off, disable if necessary

[ SFOZiElec.) [Mellcor_Oximax

Sat Q| FR 200

PulseMod | So0 % |

19. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate to “Sat” and
“PR” and set the values accordingly:
a. Sat=81
b. PR=61

[ sPOZiElec) [ Masimo

Sat g1| PR

PulseMod | So00 % |

|| Adw |

20. [Propaq] Verify that the following results are accurate [Pass/Fail]
a. Pulse Rate: 61 £ 3 bpm

b. Saturation: 81 + 2%

** Next step applies to all Spo2
21. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate to “Sat” and

“PR” and set the values accordingly:
a. Sat=94
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b. PR=60

[ sPOZiElec) [ Mazimo

Sat

04| rr | [N

FulseMod | 500 % |

|| Adw |

22. After Propaq stabilizes, verify that the following results are accurate [Pass/Fail]
a. Pulse Rate: 60 + 4 bpm
b. Saturation: 94 + 4%

23. Disconnect all Spo2 cables and wires

** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the
simulator and pull up

e ECG Functional Verification

Waveform/HR
1. [Propaq] Turn off the device
2. [AccuSim] Connect all ECG banana plug to AccuSim

3. Connect the 5 lead ECG cable to each banana plug
a.
b.
C.
d.
e.

Brown = V1
Green =RL
Red =LL
Black =LA
White =RA

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K

Parent: WI-17206803

84




Document Description:

Simulator

CSB - Clinical Dynamics AccuSim Patient

Document Number:
Version:

80022216
B

Allyn'“

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

4. [Propaq] Connect the ECG cable to ProPaq

5. [AccuSim] Press “Escape” button twice

f 1
FM Service Routine
J  HIBF Module

J ECG Module

J 0 SPOZ2 Sim

J o Simmulator Config

Ch s 0

., >

6. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “ECG Module” and

press “Enter”

2.1 Rezspiration
21 Inwasive Bp
A1 Temp. Module Chaclk
3. ECG Confia
7. [AccuSim] Press “Enter” to launch NSR
i EE :
Rate: E0
Smp: 150
Mode: Continuous
| Arnp | Mode |

8. [AccuSim] Make sure the values for each option follows accordingly:

a. Rate=80
b. Amp =1.00
¢c. Mode = Continuous

9. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons adjust to previously

mentioned values

[ 1
Rat=: 20

Lroop:  1.00
Mode: Continuous

Rsts | Arp | Mods | stee |

10. [Propaq] Turn on the device

11. [Propaq] Press the “Action” button to launch as new patient
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12. [Propaq] Press the “Display” button located above the left arrow

13. [Propaq] Using the “Up/Down” buttons navigate to top left of the graph (below the
ID)

14. [Propaq] Press the “Action” button to bring up the “Waveform Source” menu

15. [Propaq] Using the “Up/Down” buttons navigate to “Lead II”” and press the “Action”

button

16. [Propaq] Verify that waveform is present and that heart rate is 80 bpm + 3 bpm
[Pass/Fail]

17. [Propaq] Repeat steps 14-16 for ECG Lead (I, 11, 111, and V) [Pass/Fail]
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Respiration
1. [AccuSim] Press “Escape” button

7

2.1  Reszpiration

21 Inwasive Be

41 Temp. Module Check
2.1 ECG Confia

A o
2. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “Respiration” and press
“Enter”

Rate:1ar
Impedance: 250 Ohms
B 0S Ohmns

Aprea: 2=
[ start]

3. [AccuSim] Make sure the values for each option follows accordingly:

a. Rate=20
b. Impedance = 250
c. AR=1.0Q

4. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons adjust to previously
mentioned values

‘espiration
Rate: 20 rpmn
Impedance: 250 Ohm=s

B 1.0 Ohmns

Aprea: 125

([  [Start]

5. [Propaq] Press the “Display” button

6. [Propaq] Using the “Up/Down/Right/Left” buttons to navigate to “Resp/min” and
press the “Action” button

7. [Propaq] Press the “Right” button to enable “Resp Monitoring” to be on

[Propaq] Press the “Display” button 3 times to return to the waveform display.

9. [Propaq] Using the “Up/Down” buttons navigate to top left of the graph (below the
ID)

10. [Propaq] Press the “Action” button to bring up the “Waveform Source” menu

o
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11. [Propaq] Using the “Up/Down” buttons navigate to “Resp” and press the “Action”
button

12. [Propaq] Check to verify that the monitor displays a Resp waveform with a rate of 20
bpm + 2 bpm [Pass/Fail]

Lead Off Alarm

1. [AccuSim] Remove one lead and verify that the monitor displays an equipment alert
identifying the failed lead: “Equipment Alert/ECG Fault/xx Lead Failed” [Pass/Fail]

2. [AccuSim] Replace the lead and wait for the waveform to stabilize again.

3. Repeat steps 1-2 for each lead.

Pacer Test
1. [AccuSim] Press “Escape” button

'

ECG Module
1.1 SR |
2.1 Respiration
31 Inwasive Bp
A1 Temp. Module Cheacl
3.0 ECG Confia
N o
2. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “ECG Config” and Press
“Enter”
[ ECG Confia 1
G THpe
2.1 ECGPerf
31 ECG Arrh4athmias
A1 ECG Luto Sequance

3. [AccuSim] Press “Enter” to launch “ECG Type”

1

ECG Tape
1.1  ECG Fault=
EN [EEEs
2.1 5T Seament
41 RwWh
N o
4. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “Pacer” and Press
“Enter”

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K Parent: WI-17206803 88




CSB - Clinical Dynamics AccuSim Patient Document Number: 80022216

Document Description: Simulator Version: B

Allyn'“

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

Facer

Oirial Facar
2.1 Wentricular Pacer

e, >
5. [AccuSim] Press “Enter” to launch “Atrial Pacer”

7

~

Airial Pacer
Falaritg: wa+

W'idth 1 miSec FI=AiBLi
Facer Onil4

Folarity
6. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons, navigate to each value
and set the values accordingly:

a. Polarity: ve+

b. Width: 5mSec

c. Amp: 2.0 mV
7. [AccuSim] Press the “F4” button to navigate to “Pacer and Ecg Synched” is displayed
on the third row

Airial Pacer
Folarity: ve+
Width 3 mSec Lmp 2.0
Facer and Ecg Sqyrniched

8. [Propaq] Press the “Down” button to navigate to “HR/min” on the display and press
the “Action” button

9. [Propaq] Press the “Down” button to navigate to “Setup” and press the “Action”

button

10. [Propaq] Press the “Right/Left” buttons to navigate to “ECG”
11. [Propaq] Press the “Up/Down” buttons to navigate to “Pacer Indicator”
1

[EN

Propaq] Press the “Display” button to show the waveform display

[Propaq] Using the “Up/Down” buttons navigate to top left of the graph (below the
ID)

15. [Propaq] Press the “Action” button to bring up the “Waveform Source” men

16. [Propaq] Using the “Up/Down” buttons navigate to “Lead II”

0.

1.0

2. [Propaq] Press the “Right” button to change the indicator setting to “On”
3. [

4.

1
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17. [Propaq] Check to verify that the monitor ECG waveform displays the pacers as

vertical dashed markers [Pass/Fail]
18. Disconnect all cables and wires
19. Power down all devices
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9. VSM 300
e Required Tools
= VSM 300
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= PROPAQ male
o NIBP Barb to Hose (x6)
e SPO2 Cable Kit (Nellcor, Masimo)

o SPO2 Adapter

o SPO2 Simulator cable

e SureTemp cable

o SureTemp Plus cable

=  Test Volume

» Stopwatch (Smartphone, Watch, Clock, etc....)
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e NIBP Functional Verification
Leak Test

7.

Connect the “NIBP Barb to Hose” hose to each cylinder (100cc, 250cc, 500cc, and
500cc Linearity) on the Test Volume

Connect the “NIBP Barb to Hose™ hose (100cc) to “Test Volume” hose on “NIBP
Tube”

[AccuSim] Connect the Hose labeled “AccuSim” to “Pressure Port” on back of the
AccuSim Simulator

Connect the “NIBP Adapter” (PROPAQ male) to “Device Under Test” hose on
“NIBP Tube”

[VSM] Connect the “NIBP Adapter” (PROPAQ male) to VSM300

[AccuSim] Connect the “AccuSim” end of the “NIBP Tube” to “Pressure Port”
located on the back of the simulator

[AccuSim] Power on the Simulator

** Power button is located on the back

>~

HNIEF: MHAO0STOCS0)

W'elzh All4n: Spot L IEF
(E1Sp0Z: 100X Masinmo

Re=zp: 153 rpm. Tempe: 300C

[ Leak [QvarP | setd

S0 bprn Amap: 150 MY |

o

8.

[AccuSim] Press the “Menu” button to launch the main menu options
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4 N

Main Merniu

FMS/Service Routine
1 HIEBP Moduls

1 ECG Module

Jd SPOZ2 Sim

1 Simulator Confia

th fn 0 1

o

.,
9. [AccuSim] Press “Enter” button to select “PM/Service Routine”
10. [AccuSim] Press “Enter” to message “Elec. Safety Checked?”

Generic CalTable
*2E2 ar F2 to select, Fd to zet.
F1tao ==t la=st used CalTable**

| Cal | Seq

11. [AccuSnn] Press _Q/Down Arrow” buttons to locate the “VSM 300”

-:t: wW'alch Allkm
Model: SN 200
Cal Seq

PSR Lo
+ s
12. [AccuSim] Press “F4” button to launch “Set CalTable”

13. [AccuSim] Press the “Scroll up/down” button to navigate to “BP Accuracy” and press
“Enter”

Meter 0.0

rrmHS
[Min:00 Jowg00  [Max00 |

|_Zero [Reset]| Cal | SetP |

14. Close the valve on the Inflation bulb

15. [VSM] Power on the VSM300

16. [VSM] Press the “Start/Stop” button

17. [VSM] Verify that error message “C03” appears [Pass/Fail]

18. [VSM] Power down the VSM300

19. [VSM] While holding the “Start/Stop” button turn the VSM 300 on by pressing the
“On/Off” button

’~
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20. [VSM] Tap the “Menu” button until “NIBP TEST” appears in the message window
and 0 is displayed in the SYS and DIA windows
21. [AccuSim] Press “F1” to zero and “F2” to reset

(Meter 0.0

ramHa

[MinDd Jawg0n0  [Max:00 |

22. [VSM] Press the “Up Arrow” button once to select 80 mmHg

** Expect much higher pressure than 80 mmHg
23. [AccuSim] Wait 15 seconds and note the current pressure
24. [AccuSim] Wait another 10 seconds and verify that the pressure has not dropped

more than 8 mmHg [Pass/Fail]
25. [VSM] Press the “Up Arrow” button quickly three times until 0 mmHg is selected
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BP Accuracy Test
1. Disconnect the “Test Volume™ hose (100cc) and reconnect to 500cc
2. [AccuSim] Press “F1” to zero and “F2” to reset

(Meter 0.0

rnrnH=S
[Min:00 Jowg00  [Max:00 |

m Reset| Cal [ SetP |

[VSM] Press the “Up Arrow” button until 80 mmHg is selected, and then settles at a

slightly lower pressure level. Wait 10 seconds for the pressure to stabilize

4. [AccuSim] Verify that the value displayed in SYS is £ 3 mmHg of the value

displayed on the AccuSim Simulator [Pass/Fail]

5. [VSM] Press the “Up Arrow” button until 150 mmHg is selected, and then settles at a

slightly lower pressure level. Wait 10 seconds for the pressure to stabilize

6. [AccuSim] Verify that the value displayed in SYS is £ 3 mmHg of the value

displayed on the AccuSim Simulator [Pass/Fail]

7. [VSM] Press the “Up Arrow” button until 300 mmHg is selected, and then settles at a

slightly lower pressure level. Wait 10 seconds for the pressure to stabilize

8. [AccuSim] Verify that the value displayed in SYS is £ 6 mmHg of the value

displayed on the AccuSim Simulator [Pass/Fail]
9. [VSM] Press the “Up Arrow” button until 0 mmHg is selected

Inflation Test

1. [VSM] Press the “Up Arrow” button until 150 mmHg is selected, wait for the pump

to stop

2. Using the “Inflation Bulb,” bleed the pressure to 0 by releasing the pressure valve

3. Set up a stopwatch

** smartphone, clock, watch, etc....

4. Close the pressure valve on the “Inflation Bulb”

5. [AccuSim] Press “F1” and “F2” to zero and reset simulator

** Read next 2 steps ahead to avoid confusion

6. [VSM] Press the “Up Arrow” button once to select 300 mmHg and start the

stopwatch
7. [AccuSim] once the simulator reaches 250 mmHg stop the stopwatch
8. Verify that the elapsed time is less than 8 seconds [Pass/Fail]
**Do not release the pressure
Dump Test
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1. Using the “Inflation Bulb” make sure the pressure is approximately 300 mmHg

Set up a stopwatch

3. [VSM] Press the “Up Arrow” button once to release the pressure and start the
stopwatch

4. [AccuSim] After 10 seconds, verify that the simulator reads less than 15 mmHg
[Pass/Fail]

N
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Over Pressure Test (Optional)
1. [AccuSim] Press “F1” to zero and “F2” to reset

Meter 0.0

rnrnH=S
[Min:00 Jowg00  [Max:00 |

|_Zero [Reset]| Cal | SetP |

2. [VSM] Turn off the VSM

3. [VSM] Turn on the VSM

4. [VSM] Press “Menu” button until “Neonate, Pediatric, or Adult” is displayed in the
message window

5. [VSM] Press “Up Arrow” button until “Adult” is displayed

6. [VSM] Press “Menu” button until “Target Pressure” is displayed

7. [VSM] Press “Up Arrow” button until “270” is displayed on the SYS window

’~

** This should be the maximum pressure available

8. [VSM] Press “Start/Stop” button to start the test

9. [VSM] The pressure reaches approximately 270 mmHg, the pump shuts off, and the
pressure is released [Pass/Fail]

10. Repeat the steps 1-9 for Pediatric (170 mmHg) and Neonate (132 mmHg)

11. [VSM] Disconnect all NIBP tubing from the device and [AccuSim]
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e Spo2 Functional Verification

APwbhE

[VSM] Turn off the VSM
[VSM] Turn on the VSM
[AccuSim] Connect the “SPO2 Adapter” to the Simulator
Connect the “SPO2 Adapter” to the “SPO2 Simulator cable” (Simulator cable is

labeled per the type of Spo2 system being used) and to the [VSM]
5. [AccuSim] Press “Escape” button

Y -, [ Ay

Pl 7
e Y et et et

FM/Serwvice Routine
Leak Te=t
OverP Test
BF Accuracy
SFOZ Sinn

Temp. Module Checl

o

6. [AccuSim] Press the “Scroll up/down” button to select the “Spo2 Sim” and press
“Enter”

Sat

Fulse Mod
_— Iﬂll_lltl:IE;F_n:'

Ma=simo

100 | FR g0

IETEE

7. [AccuSim] Using the “Right/Left Arrow” buttons to navigate to top right of the
screen
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[ sFOziElec) [ DEEHS
Sat 100 | FR 30
FulseMod | 500 % |

I -

8. [AccuSim] Using the “Up/Down Arrow” button to change the Spo2 system to the
current system being used

9. [VSM] Connect the according “SPO2 Simulator cable” to VSM

10. Follow steps 11-14 for Masimo and steps 15-18 for Nellcor

11. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 81% and Pulse Rate to 61 bpm

[ sPOZiElec) [ Mazimo

Sat 91| PR

PulseMod | 500 % |

12. [VSM] Verify that Saturation level is 81% £3% and Pulse Rate to 61 bpm £ 1 bpm

[Pass/Fail]
13. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 94% and Pulse Rate to 60 bpm

[ sPOZiElec) [ Mazimo
Sat 4| FR a0
FulseMod | 500 % |
I -

14. [VSM] Verify that Saturation level is 94% +4% and Pulse Rate to 60 bpm £ 4 bpm

[Pass/Fail]
15. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 90% and Pulse Rate to 60 bpm
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Er el eicor_omimax |
Sat Q0| FR ol

PulseMod | S00 % |

LI Ady IAutoSay

16. [VSM] Verify that Saturation level is 90% £3% and Pulse Rate to 60 bpm + 3 bpm

[Pass/Fail]
17. [AccuSim] Using the “Right/Left/Up/Down Arrow” buttons adjust the Saturation

level and to 75% and Pulse Rate to 200 bpm

[ SFOZiElec) [Mellcar_Oxirmax

Sat 15| PR 200

PulseMod | So00 % |

18. [VSM] Verify that Saturation level is 75% £3% and Pulse Rate to 200 bpm + 3 bpm

[Pass/Fail]
19. Disconnect all Spo2 cables and wires
** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the

simulator and pull up
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e SureTemp Temperature Functional Verification

CREX

DG @D

[AccuSim] Press “Escape” three times to return to the starting screen

[AccuSim] Connect the “SureTemp Plus Cable” to simulator to “Temp 2” located

back of the AccuSim Simulator

[VSM] Remove the “Probe Key” attached to VSM if there is one
[VSM] Connect the “SureTemp Plus Cable” to VSM

[VSM] Remove the “Probe” from the well on VSM

[VSM] Verify that the displayed temperature is 97.3 + 0.2 °F (36.3 £ 0.1 °C)

[Pass/Fail]
[VSM] Replace the “Probe” and the “Probe Key”
Disconnect all cables and power down all devices
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10. Micropaq
e Required Tools
= Micropaq
e ECGS5 Lead cable
= AccuSim Simulator
e ECG banana plug

e SPO2 Cable Kit (Nellcor, Masimo)

o SPO2 Adapter
o SPO2 Simulator cable
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¢ ECG Functional Verification

HR/PR

1. [AccuSim] Connect all ECG banana plug to AccuSim

2. [AccuSim] Connect the 5 lead ECG cable to each banana plug
a. Brown =V1

b. Green =RL
c. Red =LL
d. Black =LA
e. White = RA

3. [Micropaq] Connect the ECG cable to Micropaq
4. [AccuSim] Turn on the Simulator

** Power button is located on the back

[ g0bprm  Amp: 150 M )
HNIEP: 8400700300

wWi'alch Allyn: Spot WSM IEF
(E1Sp0Z: 37 Honin_FPureSAaT
Re=p: 13rpm. Temp: 30C

set

5. [AccuSim] Press “Menu” button
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f 1
FMS/Service Routine

J HIBF Module

J o ECG Module

Jd 0 SPOZ2 Sim

J Simulator Confia

6. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “ECG Module” and
press “Enter”

Ch s 00 P

ECG Module
N FEA

2.1 Respiration
2.1 Inwasive Bp
4.1 Termp. Module Check
21 ECG Confia
7. [AccuSim] Press “Enter” to launch NSR
4 EEB N
Fat=: ED
Arp: a0
Mode: Continuous
| Arop | Mode |
8. [AccuSim] Make sure the values for each option follows accordingly:
a. Rate =80
b. Amp=1.00

c. Mode = Continuous

9. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons adjust to previously
mentioned values

10. [Micropaq] Insert the battery into the Micropaq

11. [Micropaq] Press the “Down” button to launch menu options

12. [Micropaq] Using the “Up/Down” buttons to navigate to “ECG LEAD” and press the
“Select” button

13. [Micropaq] Using the “Up/Down” buttons to navigate to ECG 1

** ECG have multiple options: I, 11, lll, V, aVR, aVL, and aVF

14. [Micropaq] Press the “Select” button to change the ECG lead

15. Repeat previous step for ECG Lead I, 11, 111, and V and verify waveform is present
and the heart rate is 80 bpm = 3 bpm [Pass/Fail]

16. [Micropaq] Press the “Up” button and press “Select” button

17. [Micropaq] Press the “Select” button again to exit menu options
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Lead Off Alarm

1. [AccuSim] Remove one lead from the simulator and verify that the monitor displays
an equipment alert identifying the failed lead. A picture is displayed[Pass/Fail]

2. [AccuSim] Replace the lead and wait for the waveform to stabilize again.

3. Repeat steps 1-2 for each lead.
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Pacer Test
1. [AccuSim] Press “Escape” button
[ ECG Module )
N FE3
2.1 Respiration
31 Inwasive Bp
A1 Temp. Module Chaclk
2.1 ECG Confia
N o
2. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “ECG Config” and Press
“Enter”
[ ECG Config 1
G Te
2.1 ECG F'erf
3.1 ECG Arrhathmias
2.1 ECG Lato Sequence
A

o
3. [AccuSim] Press “Enter” to launch “ECG Type”

4 Y
11  ECG Faults
EN [EEES
21 5T Seament
41 RwWh
N o
4. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “Pacer” and Press
“Enter”
[ Pacer 1

otrial Facer
2.1 Wentricular Pacer

7

>

5. [AccuSim] Press “Enter” to launch “Atrial Pacer”
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Dirial Facer
Falarity: wea+
Wi'idth 1 mSec FISE=EAiRLN
Facer Onil4

6. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons, navigate to each value
and set the values accordingly:
a. Polarity: ve+
b. Width: 5mSec
c. Amp: 2.0 mV
7. [AccuSim] Press the “F4” button until “Pacer and Ecg Synched” is displayed on the
third row

Lirial Pacer

Falarity: wea+
Wi'idth 5 mSec Lmpe 2.0 Yy

Facer and Ecqg S4yrnicheaed

Faolarity | wwidth

8. [Micropaq] Verify that the monitor ECG waveform is displayed and the pacer is
present in the form of vertical dashed markers [Pass/Fail]
9. Disconnect all ECG cables and wires
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e Spo2 Functional Verification

** Use the compatible Spo2 cable
1. [AccuSim] Connect the “SPO2 Adapter” to Simulator

2. Connect the “SPO2 Adapter” to “SPO2 Simulator cable” (Simulator cable is labeled
per the type of Spo2 system being used)

** Do not connect the “SPO2 Simulator cable” to Micropaq yet

3. [AccuSim] Press “Escape” button five times

[ Mairn Mernu 1
FM/Service Routine
2.1 HIBF Moduls
21 ECG Moduls
A1 5P02 Simn
3. Simulator Config
4. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “PM/Service Routine”
and Press “Enter”
m Elac. Safety Checked?

=
2]

[<IESC EHTI=]
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5. [AccuSim] Press “Enter” to message

Generic CalTable
*2E2 ar F2 to =select, Fd to zet.
F1tao ==t la=st used CalTable**

Cal Seq
Set
Las

6. [AccuSim] Press “F4”

** Micropaq does not have a designate CalTable

7. [AccuSim] Using the “Scroll Up/Down” buttons navigate to “SPO2 Sim” and Press
“Enter”

(EEETE || Mesimo
Sat 1000 | PR H0

FulseMod | So0 % |
[ e |

8. [AccuSim] Using the “Left/Right Arrow” buttons to navigate to top right of the
screen

[ sPOziElec) [ OETHS

Sat 100 | FR 830

PulseMod [ Soo0 % |
|| Ade |

9. [AccuSim] Using the “Up/Down Arrow” buttons to change the value to the Spo2 type
being used
10. [Micropaq] Open the Spo?2 latch on top of the Micropaq
11. [Micropaq] Connect the “SPO2 Simulator cable” to Micropag and close the Spo2
latch
**There may be alarms due to low Sat, you may silence the alarm or move on. The steps
after will correct the alarm
12. Follow steps 13-14 for Masimo and steps 15-16 for Nellcor
13. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate to “Sat” and
“PR” and set the values accordingly:
a. Sat=94
b. PR =60
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[ sPOZiElec) [ Mazimo

Sat 04| PR 60|

PulseMod | 500 % |

[ Adv |
14. [Micropaq] Verify that the following results are accurate [Pass/Fail]
a. Pulse Rate: 60 = 3 bpm * With motion + 5 bpm
b. Saturation: 94 + 2% * With motion = 3%

** Motion is defined as rubbing and tapping motions at 2 to 4 Hz at an amplitude of 1 to 2
cm
15. [AccuSim] Using the “Up/Down/Left/Right Arrow” buttons to navigate to “Sat” and
“PR” and set the values accordingly:
a. Sat=90
b. PR =60

Er el eicor_omimax |
Sat Q0| FR all

PulseMod | 500 % |

_1_| Ady [AutoSeq
16. [Micropaq] Verify that the following results are accurate [Pass/Fail]
a. Pulse Rate: 60 = 3 bpm
b. Saturation: 90 £ 2%
17. Disconnect all cables and power down all devices
** SPO2 adapter is spring loaded, grab the bottom end of the cable connected to the
simulator and pull up
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11.

CP50

e Required Tools

= AccuSim Simulator
= CP50
e 12 Lead ECG cable
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¢ ECG Functional Verification

ECG Communication

1. [CP50] Connect the 12 Lead ECG cable to CP50

2. [AccuSim] Connect the 12 Lead ECG cable to AccuSim simulator (Each lead is
labeled)

3. [AccuSim] Turn on the simulator

** Power button is located on the back
”

B 20bpm  Amp: 150 M )
MIEF: MA00STOCE0)

Wi'alzh Bllgn: Spot LEi IEF
(E1Sp02: 1005:Masino
Re=zp: 15rpm. Temp: 2

-y E
0

4. [AccuSim] Press the “Menu” button

Mairn Meru

FM Service Routine

2.1 HIEF Module

21 ECG Module

41 SPO2 Sim

2.1 Simulator Config
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5. [AccuSim] Press the “Scroll up/down” button to select the “ECG Module” and press
“Enter” to launch

[ ECG Module i
N FEA
2.0 Respiration
2.1 Inweasive Bp
41 Temp. Module Check
2.1 ECG Confia
N o
6. [AccuSim] Press the “Scroll up/down” button to select the “NSR” and press “Enter”

to launch

(g [
7. [CP50] Turn on the device
8. [CP50] Touch the “Menu” tab located bottom left of the touchscreen
9. [CP50] Touch the “Service” tab
10. [CP50] Type in the User ID and the Password

a. Default User ID is 7378423

b. Default User Password is 6676737
11. [CP50] Touch the “CP 50” tab
12. [CP50] Touch the “Right Arrow” button to skip the test until “ECG”

** This step should have a picture with the placements of each ECG lead
13. [CP50] Verify that all lead indicators are green on CP50 [Pass/Fail]
14. [CP50] Touch the “Right Arrow” button to skip the rest of the test
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ECG HR/Waveform
1. [CP50] Touch the “Exit” tab located bottom right of the touchscreen twice
2. [CP50] Verify that the normal sinus rhythm ECG waveform is displayed [Pass/Fail]

** The graph displayed should be like the top half of the shown picture
3. [CP50] Verify that the heartrate displayed is 80 £ 1 bpm [Pass/Fail]
** This device is made for monitoring purpose, there is not accuracy requirement for the
heartrate. The + 1 is simply for the verification of functionality
Lead Off Alarm
1. [AccuSim] Remove one lead from the simulator and verify that the monitor displays
an equipment alert identifying the failed lead [Pass/Fail]
2. [AccuSim] Replace the lead and wait for the waveform to stabilize again.
a. The alert may have different identification than the leads

i. V1-V6=C1-C6
ii. RA° =R
iii. RL =N
iv. LL =F
v. LA =L

3. Repeat steps 1-2 for all 10 leads.
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12.

CP150

e Required Tools

= AccuSim Simulator
= CP150
e 12 |ead ECG cable

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR
THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

FCD-1482 Rev K

Parent: WI-17206803

116




CSB - Clinical Dynamics AccuSim Patient Document Number: 80022216

Document Description: Simulator Version: B

Wel(:l\A]lyn'”

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

¢ ECG Functional Verification

ECG Communication

[CP150] Connect the 12 Lead ECG cable to CP150

[AccuSim] Connect all the leads to AccuSim simulator

[CP150] Power on the device

[CP150] Touch the “Settings” tab

[CP150] Touch the “Advanced” tab

[CP150] Touch the “Advanced settings code” and type in “6345” on the touch screen
[CP150] Touch the “Service” tab

[CP150] Touch the “Self-tests” tab

[CP150] Touch the “CP 150 to test the hardware

10 [CP150] Touch the “Right Arrow” button to skip the test until “ECG signal”

©CoNoabkwdE

** This should be the 6/9 page
11. [AccuSim] Turn on the simulator

** Power button is located on the back
”

B 20bpm  Amp: 150 )
MIEF: MAODSFOCE0) 0
W'elzh All4n: Spot L IEF
(E1Sp0Z2: 100X Masinmo

Re=p: 13rpm. Temp: 3EII3
(_Leak |[OwerP | Setd

12. [AccuSim] Press the “Menu” button
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7

A\,

-

Main Mernia

FMS/Service Routine
J  HIBF Module

J ECG Module

Jd SPOZ2 Sim

J Simulator Confia

Ch s 00 P

o

13. [AccuSim] Press the “Scroll up/down” button to select the “ECG Module” and press

“Enter” to launch

e

ECG Module
1.1 =R |
2.1 Rezspiration
31 Inwasive Bp
A1 Temp. Module Chaclk
3.0 ECG Confia

o

14. [AccuSim] Press the “Scroll up/down” button to select the “NSR” and press “Enter”

to launch

[} l:l =]

15. Verify that all lead indicators are green on CP150

16. [CP150] Touch the “Right Arrow” button to skip the rest of the test
17. Verify that ECG test passed on CP150 [Pass/Fail]

ECG HR/Waveform

1.

2.
3.
4

[CP150] Touch the “Exit” option

[CP150] Touch the “Stat” option

[CP150] Touch the “View” option until 6 leads are displayed

[CP150] Touch the “Leads” button on bottom left of the touchscreen to change the
leads displayed

[CP150] Verify that the normal sinus rhythm ECG waveform is displayed [Pass/Fail]
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02/22/17 14:18:39 HR=81 Pl -0FF PZ-NF m:zumz:ur NIBP:IFF Tl:lﬂ-'

9".9‘.‘..'.‘.1...1.."“3

1'1I'IGU_”M

** The graph displayed should be like the top half of the shown picture

6.

[CP150] Verify that the heartrate displayed is 80 + 1 bpm [Pass/Fail]

** This device is made for monitoring purpose, there is not accuracy requirement for the
heartrate. The + 1 is simply for the verification of functionality
Lead Off Alarm

1.

»ow

[AccuSim] Remove one lead from the simulator and verify that the monitor displays
an equipment alert identifying the failed lead [Pass/Fail]

[AccuSim] Replace the lead and wait for the waveform to stabilize again.

Repeat steps 1-2 for all 10 leads.

[CP150] Disconnect all leads from the device and [AccuSim]
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13. CP100/200
e Required Tools
= AccuSim simulator
= CP200

e *CP200 may be replaced by CP100

e 12 Lead ECG cable
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¢ ECG Functional Verification

i
- WelehAllyn |

S easauacesan ot

ECG Communication
1. [CP100/200] Connect the 12 Lead ECG cable to CP100/200

2. [AccuSim] Connect the 12 Lead ECG cable to AccuSim simulator (Each lead is
labeled)

3. [AccuSim] Turn on the simulator

** Power button is located on the back
”

B #0bpm  Amp: 150 M )
MNIEF: M100/ FOCS0)

W'alch All4n: Spot L IEFP

(El1Sp0z2: 100X Masino

Re=zp: 15 rpm. Tempe: 300C
Setd

4. [AccuSim] Press the “Menu” button

[ 1
1 IPM S Service Routine
2.1 HIBF Modul=
2.1 ECG Moduls
A1 5PO0O2 Simn
3.1 Simulator Confia
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5. [AccuSim] Press the “Scroll up/down” button to select the “ECG Module” and press
“Enter” to launch
[ ECG Module )
N FEA
2.1 Rezspiration
21 Inwasive Bp
A1 Temp. Module Chacl;
5. EBECG Confia
N J
6. [AccuSim] Press the “Scroll up/down” button to select the “NSR” and press “Enter”

to launch

Mode: Continuous

| Arnp | Mode | Step:d

7. [CP100/200] Turn on the device

8. Verify that all lead indicators are green on CP200 [Pass/Fail]

ECG HR/Waveform

1. [CP100/200] Verify that the normal sinus rhythm ECG waveform is displayed

[Pass/Fail]
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PHCER DISPUN N

** The graph displayed should be like the top half of the shown picture

2. Verify that the heartrate displayed is 80 + 1 bpm [Pass/Fail]

** This device is made for monitoring purpose, there is not accuracy requirement for the
heartrate. The £ 1 is simply for the verification of functionality
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Lead Off Alarm
1. [AccuSim] Remove one lead from the simulator and verify that the monitor displays

an equipment alert identifying the failed lead [Pass/Fail]
2. [AccuSim] Replace the lead and wait for the waveform to stabilize again.
Repeat steps 1-2 for all 10 leads.
4. [CP100/200] Disconnect all leads from the device and [AccuSim]

w
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14. ABPM 6100
e Required Tools
= ABPM 6100
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= male to male

= PROPAQ female
o NIBP Barb to Hose (x6)

=  Test Volume
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e NIBP Functional Verification

N

Leak Test

1.
2.

ISEER A

Connect the “NIBP Barb to Hose” hose to 500 cc cylinder on the Test Volume
[AccuSim] Connect the “AccuSim” outlet of “NIBP Tube” to “Pressure Port” located
at the back of the AccuSim Simulator

Connect the “NIBP Adapter” (male to male) to “Device Under Test” on “NIBP Tube”
Connect the “NIBP Adapter” (PROPAQ female) to “NIBP Adapter” (male to male)
[ABPM] Connect the ABPM to “NIBP Adapter” (PROPAQ female)

[AccuSim] Turn on the Simulator

** Power button is located on the back

r

HIEP: &A00/ 700300

wW'alch Allym: Spot WS IEF
(E1Sp0Z: 37 MHonin_FureSAaT
Re=p: 13rpm. Temp: 300C

|_Leak [OwerP | Setd

S0 bprm  Armp: 150 'y )

o

7.

[AccuSim] Press the “Menu” button to launch the main menu options

g

.,

)
1P Service Routine
21 HIBF Modul=
21 ECG Moduls
A1 SPOZ2 Simn
3.l

Simmalator Config

>
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8. [AccuSim] Using the “Scroll up/down’ button to select the “PM/Service Routine”

and press “Enter”
9. [AccuSim] Press “Enter” button to the message

10. [AccuSim] Press “F4”

** ABPM does not have a designated CalTable
11. [ABPM] Insert the AA battery, while the LCD display shows dashes, press and hold

the “Start/Stop” button

12. [AccuSim] Press the “Scroll up/down” button to navigate to “Leak Test” and press
“Enter” button

13. [AccuSim] Press the “Enter” button to the message

[Ceak: 150 mmHa 60 = 0.0
Leak Rate: ==pmHal  --=
Start: ---mrmH=a

14. [AccuSim] Press the “Menu” button to set the leak test

15. [AccuSim] Press the “Up/Down/Right/Left Arrow” buttons to adjust the values
a. 150 mmHg
b. 60 seconds

[CeakTest Preset Confia
iR Taroet RN rimHa EO Sec.
21 Target 200 mimHg 120 Sec.
21 Target 200 mmHa B0 Sec.

_Setl | Set2 | Setz | |

16. [AccuSim] Press “Escape” button

17. [AccuSim] Press “F2” and then “F1” to reset and zero the simulator
18. [AccuSim] Press “F3” to start the Leak test

19. [AccuSim] Verify that the leak rate is less than 4 mmHg [Pass/Fail]
20. [ABPM] Remove one AA battery

Overpressure Test
1. [ABPM] Insert the AA battery, while the LCD display shows dashes, press and hold

the “Start/Stop” button

2. [AccuSim] Press “Escape” button
3. [AccuSim] Press the “Scroll up/down” button to navigate to “OverP Test” and press

“Enter” button
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4. [AccuSim] Press “Enter” to the message

‘

0O 5 40 5 20 25

[Toasle| Reseat Suta |

5. [AccuSim] Press “F2” button to reset

6. [AccuSim] Press “F3” button to start the test, pay attention to the ABPM and note the
final pressure reading

7. [ABPM] Verify that the final pressure is 300 mmHg + 10 mmHg [Pass/Fail]

** Pressure should deflate between 300 to 330 mmHg
8. [ABPM] Remove one AA battery.

BP Accuracy Test

1. [AccuSim] Press “Escape” button

2. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press
“Enter”

3. [AccuSim] Press “Enter” to the message

(Meter 0.0
rarmHS
[Mim0.0 [Bwg:0d  [M=axc0.0

4. [ABPM] Insert the battery, while the LCD display shows dashes, press and hold the
“Start/Stop” button
[AccuSim] Press “F4” button
[AccuSim] Press “Up/Down Arrow” buttons to adjust the pressure to 250 mmHg
AccuSim] Press “F3” to start the test
[AccuSim] Press “F3” to disable the pump once the pressure is 250 mmHg + 1
mmHg
9. Verify that the pressure difference between the simulator and ABPM 6100 is no
larger than 4 mmHg [Pass/Fail]
10. [Inflation Bulb] Open the screw valve slightly to bleed the pressure down no faster
than 10 mmHg, stopping to check the pressure at 200, 150, 100, and 50 mmHg
a. Verify the pressure difference between the simulator and ABPM 6100 is no
larger than 4 mmHg at each step [Pass/Fail]

NG
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11. [AccuSim] Press “F4” to quit

Pressure Release Test

1. [ABPM] Insert the battery, while the LCD display shows dashes, press and hold the
“Start/Stop” button

2. [AccuSim] Press “Up/Down Arrow” buttons to adjust the pressure to 150 mmHg

3. [AccuSim] Once the pressure reaches 150 mmHg, Press “F3” to disable the pump

4. Verify that after approximately 3 minutes that the pressure deflates to 0 mmHg
[Pass/Fail]

5. [AccuSim] Press “F4” to quit

6. Disconnect the “NIBP Tube” from the simulator and adapters

7. [AccuSim] Power down the simulator

8. [ABPM] Remove both AA batteries and replace the back cover

THE MANUFACTURE OR SALE OF EQUIPMENT OR DEVICES WITHOUT THE EXPRESS WRITTEN PERMISSION OF WELCH ALLYN, INC.

THIS INFORMATION IS THE PROPERTY OF WELCH ALLYN, INC. AND AS SUCH SHALL NOT BE REPRODUCED, COPIED, OR USED AS A BASIS FOR

FCD-1482 Rev K Parent: WI-17206803

129




CSB - Clinical Dynamics AccuSim Patient

Document Description: o oo

Document Number:
Version:

80022216
B

Allyn'“

Printed or electronic versions of this document not accessed directly from the designated Welch Allyn Controlled Quality Information System are For Reference Only.

15. ABPM 7100
e Required Tools
= ABPM 7100
= AccuSim Simulator
e NIBP Tubing Kit
o NIBP Tube
o NIBP Adapters

= male to male

= HP female

o NIBP Barb to Hose (x6)

=  Test Volume
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e NIBP Functional Verification

Leak Test
1. Connect the “NIBP Barb to Hose” hose to 500 cc cylinder on the Test Volume

2. [AccuSim] Connect the “AccuSim” outlet of “NIBP Tube” to “Pressure Port” located
at the back of the AccuSim Simulator

Connect the “NIBP Adapter” (male to male) to “Device Under Test” on “NIBP Tube”
Connect the “NIBP Adapter” (HP female) to “NIBP Adapter” (male to male)
[ABPM] Connect the ABPM to “NIBP Adapter” (HP female)

. [AccuSim] Turn on the Simulator

** Power button is located on the back

[ S0bepm  Armp: 150 rnu"." )

ISEER A

FR:|

HIEF: 240057 0020)

wWi'alch Allyn: Spot WsSM IEF
[(E1Sp0Z: 975 Nonin—PureSoT
Re=zp: 15rpm. Temp: BDC

7. [AccuSim] Press “Menu” button

8. [AccuSim] Press the “Scroll up/down” button to navigate to “PM/Service Routine”
and press “Enter” button

9. [AccuSim] Press “Enter” button

10. [AccuSim] Press “F4”

** ABPM does not have a designated CalTable

11. [AccuSim] Press the “Scroll up/down” button to navigate to “Leak Test” and press
“Enter” button
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Vs

Leak: 200 mmmHa B0 =

Leak Rate: ==pmHals
Start: ---mimiH=a

|_Zero |Reset

- =

12. [AccuSim] Press the “Menu” button to navigate
13. [AccuSim] Press the “Up/Down/Right/Left Arrow” buttons to adjust the values

a. 200 mmHg
b. 60 seconds

14. [AccuSim] Press “Escape” button

[CeakTest Preset Config
R Taroet BN romnHS 60 Sec.
2.1 Target 200 mimHg 120 Sec.
2.1 Target 200 mimHga B0 Sec.

Start: ---rmmiH=a

=

15.

Leak Rate: ==pnmHa/s

- =

17. [AccuSim] Press “F3” to start the Leak test

5. [ABPM] While holding the “ON/OFF” button, insert the battery back in
16. [AccuSim] Press “F2” and then “F1” to reset and zero the simulator

18. [AccuSim] Verify that the leak rate is less than 6 mmHg [Pass/Fail]
19. [ABPM] Remove one AA battery

Overpressure Test
1. [ABPM] While holding the “ON/OFF” button, insert the battery back in

[
2. [AccuSim] Press “Escape” button
3. [
“Enter” button
4. [AccuSim] Press “Enter” to the message

AccuSim] Press the “Scroll up/down” button to navigate to “OverP Test” and press
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CwerP Te=t

15 ED 25
.MEIE]
[AccuSim] Press “F2” button to reset
[AccuSim] Press “F3” button to start the test, pay attention to the ABPM and note the
final pressure reading

7. [ABPM] Verify that the final pressure is 320 = 5 mmHg [Pass/Fail]

8. [ABPM] Remove one AA battery.

o o

BP Accuracy Test
1. [AccuSim] Press the “Escape” button
2. [AccuSim] Press the “Scroll up/down” button to select the “BP Accuracy” and press

“Enter”

[Min0Dd Jowg00  [Max00 |

3. [AccuSim] Press “F4” button

4. [AccuSim] Press “Up/Down Arrow” buttons to adjust the pressure to 250 mmHg

5. [ABPM] While holding the “ON/OFF” button, insert the batteries

6. [AccuSim] Press “F3” to Start the test

7. [AccuSim] Press “F3” to disable the pump once the pressure is 250 mmHg + 1
mmHg

8. Verify that the pressure difference between the simulator and ABPM 7100 is no
larger than 4 mmHg [Pass/Fail]

9. [Inflation Bulb] Open the screw valve slightly to bleed the pressure down no faster
than 10 mmHg, stopping to check the pressure at 200, 150, 100, and 50 mmHg
a. Verify the pressure difference between the simulator and ABPM 7100 is no larger

than 4 mmHg at each step [Pass/Fail]
10. [AccuSim] Press “F4” to quit

Pressure Release Test
1. [ABPM] Insert the battery, while the LCD display shows dashes, press and hold the

“Start/Stop” button
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[AccuSim] Press “Up/Down Arrow” buttons to adjust the pressure to 150 mmHg
[AccuSim] Press “F3” to enable the pump

[AccuSim] Once the pressure reaches 150 mmHg, Press “F3” to disable the pump
Verify that after approximately 2 minutes and 20 seconds that the pressure deflates to
0 mmHg [Pass/Fail]

[AccuSim] Press “F4” to quit

Disconnect the “NIBP Tube” from the simulator and adapters

[ABPM] Remove both AA batteries

[AccuSim] Power down the simulator

apr e
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Monitor — CSM — Spo2
Functional Verification
Step 13

level at +/-1% and actual is
+/-3%

Date Version Version
Version| Sec, Pg, Para Changed Change Made Created By
Created R
(initials)
A N/A Initial Release 2017-06-24 KMG
B Section 3 Connex Spot | had typo for the Saturation 2019-12-05 KMG
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