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User Manual

PhysioFlow@oftware V2
For MSWindows’ operating system
Software version RE.6.X

1. General Information

About this manual

This manual contains all the required information fortatistion and use for the PhysioFlow
Software V2 associated to any of the PhysioFlow devices listed below:

- Enduro (Portable and standalone device)
- Q-Link(Compact desktop device)
- Labl (Desktop device)
It is designed for anyone involved in at least one activity described below.

Basic medical staff education associated to reading this manual is required to ensure a proper use of
the medical device.

Basic technicians and maintenance staff education associated to reading this manual is required for
any intervention on the medicalevice.

Contact

Manufacturer: Manatec Biomedical
21, Rue du stade, Petit Ebersviller
57730 FolschvillerFrance
Tel: +33 (0)3 72 82 50 00
Fax: +33 (0)1 30 74 46 48
Email: support@physioflow.com

For any addional information about PhysioFlow products, please contact our services:

North America: Other countries/ Rest of the
NeuMedX world:
2014 Ford Road, Unit G Manatec Biomedical
Bristol, PA USA 19007 10 bis, rue Jacob Courant
tel: (215) 826 9998 78300 PoissyFrance
fax: (215) 826 8102 tel: +33 (0)3 72 82 50 00
fax: +33 (0)1 30 74 46 48
Contact
e-mail: im.gunnerson@neumedx.com Contact:
e-mail: sales@physioflow.co
Technical support
e-mail: support@physioflow.com
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Patient Environment | Anyareain which intentional or unintentional contact can occur betwe
a patient and parts of the medical equipment or beewn a patient ang
other persons touching parts of the medical equipment. For
PhysioFlow application, it equates to a 1.5m distance around the pa
himself or of the surface he is in contact with (in any direction).

_/_LLLL/_/////,/////<//////.
- “

-

IEC 243105

Conditions of Use

The PhysidBw is a noninvasive cardiac output measurement system which provides hemodynamic

parameters using analysis of trati®racic bioimpedance signals. The system can be used at rest or
while exercising.

For the enduro, te scheduled working time depend on tteies capacity up to 6 hours with
rechargeable batteries and up to 8 hours with rmthargeable Energizer Ultimate LithiuFor all
devicesglectrodes must be replaceafter 24 hours

The device is designed to be usedchgicians and/or qualified mechl personnel.

The device can be used for real time monitoring purpose coupled with a computer (Woelegsd
connection) (desktop, laptop, tablet PC) asdme devices like Endurcan also be used as a
standalone deviceThe PhysioFlow devicase intendedto place the computer out of the patient
SY @A NRY Y SYSHF A ¥ dckivhd)ydider these conditions, computer and accessories
specifications are given in Chapters 2 and 3.

If the operator has to install/luse the computer within the patig
environment, the computer needs to have a medical grade (Comply|
IEC 60601 standard).

User Manual 6/78
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The device cannot be used if the patient has an extémalantabledefibrillator.

The device is designed for the following environmental conditions:

A Tempeature: +10¢ +34° C

A Relative humidity ~ 30%¢ 70%

A Pressure 700 hPa; 1060 hPa
Indications

The PhysioFlow system is indicated for use in patients with the following criteria:

A Norrinvasive diagnostic and hemodynamic monitoring of known patientsuspected of
having cardiovascular diseases.

>\

Differentiation between cardiac and pulmonary causes of acute dyspnea.

>\

Optimization of atrieventricular interval in patients having atrial and ventricular
pacemakers.

>\

Patients in need of an indication of inotricgherapy.

>\

Heart transplant patients requiring a biopsy.

Patients in need of blood volume control.

>\

General Facts:

A PhysioFlow device can be used on adults or teenagers at rest, during cycloergometric
exercise, or during exercise on a treadmill.

A Physiolow System and accessories are made to be used in strict compliance with

instructions specified in this manual.

PhysioFlowsystemis to be operated with single use sensors, which should be changed daily.

PhysioFlowsystemis a Class lla (European standard

PhysioFlowSystemis intended to be used only with the specific patient cable supplied and

with PhysioFlow PF5€lectrodes.

A For Enduro onlyTo measure during exercise and at rest: the device must be placed in its
pouch and worn by the patient.

A Usng any patient cable or electrode different from the ones specified above is inadvisable.

Moreover, it can increase the electromagnetic emissions and reduce the immunity of the

device.

> >

Contraindications

PhysioFlow is not compatible with patients wearparemaker®f « minute ventilation» type.

The use of the PhysioFlow system is contraindicated for use in patients with the following criteria:

A Patients with severe aortic insufficiency suspected or proven (cardiac output readings will be
significantly oveestimated in these cases)

A Patients under cardiopulmonary bypass assistance.

A Newborns or neonatal illnesses.

User Manual 7178
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Functions

PhysioFlowsystemmeasures the following parameters:

Contractility Index

Heart Rate

Ventricular Ejection Time
Early Diastolic Fillingatio

> I >

PhysioFlowsystemcomputes the following parameters:

Stroke Volume / Index

Cardiac Output / Index

Systemic Vascular Resistance / Systemic Vascular Resistance Indexed
Left Cardiac Work Index

Ejection Fraction (estimation)

End Diastolic Volume (estation)

oI D B > D
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Measuring Technique Information

Transi K2 N>} OAO 0A2 AYLISRIFIYOS Aa I (GSOKyAldzS ¢KAOK
of its electrical activity (ECG). The fundamental theoretical principle of the -thamacic bio
impedance use th direct measurement of the baseline impedance, the velocity index, the
acceleration index, the ventricular ejection time and the heart rate, and the early diastolic filling
ratio. These measured parameters are used to compute other hemodynamic parameters.

The PhysioFlow8ystemapplication for the hemodynamic parameters determination is based on the
following principles: the biological tissues, as the muscles, bones, fat and blood each have different
electrical properties. Among them all, the blood is thest conductive body tissue in the thorax

As the circulation is pulsatile and the arterial vessels are supple, the differences of pulsatile blood
volume are made at the level of thoracic arterial system, mainly in the aorta, in connection with the

ventricular function. This blood volume change makes an electrical conductivity change and
consequently a change in the impedance of the thorax against the electrical current. The differences
in thoracic electrical impedance are essentially created by changesladity and blood volume in

the aorta.

Unlike other tranghoracic bio impedance systems, PhysioFBystemdoes not rely on impedance
baseline measurements to compute parameters. This tends to reduce the limitations of standard
Transthoracic bio impednce.

PhysioFlowsystemuses a nofinvasive technique to determine the Tratiworacic bio impedance. By
performing the analysis of Tratlsoracic bio impedance recordings in association with the ECG
signal, PhysioFlo®ystenmprovides information relatedd the cardiac function.

PhysioFlowSystemmeasures the change in impedance by injecting a high frequency alternating
electrical current §6 kHz) of low magnitude (4r8A peak to peak) towards the thorax between two
electrodes positioned on the neck andaiher two positioned on xiphoid process.

The use of a high frequency current eliminates the risk of interference with heart and brain
bioelectrical activity. In addition, as the impedance of akictrodes is very low at high frequency,
tissues will noendure any thermal effects and the patient feels nothing.

By detecting and measuring the difference of thoracic impedance over time, PhysiSlykiam
noninvasivelymeasures the systolic volume, the cardiac output and several other hemodynamic
parameters By comparison, thermo dilution measures differences in temperature in function of the
time for measuring systolic volume and cardiac output in an invasive way.
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The patient cable and the device are not designed to withsta
defibrillation shocks. When defibrillator is used,

. Dolnot let the device or
patient cable be in contact with the patient when the defibrillator is i
use.
Use the electrodes recommended in this manuétf. Accessods
section) PhysioFlow cannot provide customer support if any oth
electrodeis used.
Before use, ensure the electrodes are not expired, damaged or dry.
P G A Sy (inust beachrifylly preparedorior to any measurement
(preferablyusingNuprep Skin prparation ge).

Explosion hazard: do not use in the presence of flammable anesthet
The conductive gel of sensors must not be in contact with o
conductive products of objects when patients are monitored.
Sensors must be positioned on the skihey must not be directly
positioned on the heart.

The specific patient cables supplied with PhysioFlowdeviceshave no
particular protection against effect of defibrillators and electrosurg
devices; it should be unplugged from the device befang defibrillator
shock is performed.

Do not use another type of cable with the device.

Disposal of this product and/or its accessories shall be mad
accordance with all locally enforced laws.

PhysioFlowdevicesshould not be used stacked with orosk to any
other device. If it cannot be avoided, usemust ensure that the
PhysioFlowdevice functiorproperly in this configuration.
PhysioFlowdevicesareR Sa A I3y SR (2 S@I f dzt G S
state. It is not a diagnostic device. The Phiykiw parameters sha
NEVERe used individually or out of context. They must be combi
with other parameters measured by other systems (ECG SPO2,
etc.), together with the clinical valuation of a physician, and never in
and place of these.

If the device is used in exercise testing on a treadmill, please s¢
cable leads with tape or a fishnet.

PhysioFlow devices need extra caution regarding electromagnet
compatibility (EMC). It shall be setup and put on regarding the
information specikd in thisservicemanualof the device

Manatec Biomedical considers itself responsible for effects on K
safety, relialdity and characteristics of arBhysioFlovdeviceonly if:

¢ TKS NBftSGIyd NeB2YQa St SOGNARC
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appropriae requirements, and if
¢ Thedevice is used in accordance with the operating instructions.
A Any change of anglectro medicaPhysioFlow devicis forbidden.
A PhysioFlow devices are designed to be reliable, effective ar
mechanically robst. Howeverhandteld devices like Q-Link or Enduro
must beusedwith care.

A PhysioFlowdeviceshave no particular protection against the penetratiq
of liquids. Do not allow liquids to get into the device.

Onlypatient cableprovided by PhysioFlomust be used.

Any other usef the patient cable is forbidden.

FOR ACCURATE MEASUREMENTS, IT IS ESSENTIAL THAT TH
UNDERSTANDS THE DIFFERENCE BETWEEN ACCEPTABLE
POOR SIGNAL QUALITYa(cf/ | £ Asedtidn)i A 2 v €

> >

Precautions

Some clinical circumstances may infgeccuracy of measurements, such as:

B D DD D D D >

A
A

Tachycardia with heart rate above 250 bpm

Untimely movement of neck

Patients running on treadmill

Patients under 120cm (48 in.)

Patients under 25 Kg (6i@s))

Presence of aortic balloon pumps

Presence of ultralfration systems

Presence of pacemakers with external leads

Open chest surgery

Use of electrical cutlery and electrosurgical devices

Morbidly obese patients, such as those weighting over 600 pounds.
Recalibration can take place at the same time tlia¢ electrodes are replaced as a function
of normal nursing protocolAfter 24 hours electrodes must be replaced.
Use a damp cloth with soap to clean the device and patient cable.
The device must not be sterilized

Whenany of the PhysioFlowandteld devices (Enduro o€-LinK if the enclosure is in contact with
the patient for more than one hour, it is recommended to use the pourdvided with the devicén
order to avoid any discomfort.

User Manual 11/ 78
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Symbos and Marks

‘II

Symbols and Marks for the manual

Symbol Signfication

In the manual this symbol indicates that one or several conditions
O2dzZA R RIYIF3S (GKS SldALIYSYyd Al
dzZaSNBEQ | YRKk2NI SYGANRYYSyGQa a

of the system.

i : E Important information to consider for an efficient and optimized us

Symbols and Marks of treoftware

Thesoftware iconsnust not be confused with the previouwsarks that regaranly the user manual.
Those icorhelp user to identify the kind of message displayed by the software:

Symbol Signification

Warning message or/and displaying important tips for uségser must pay
attention to any messages with this mark to avoid issue.

C

During signal preview this mark is bilking to increase the attraction of user
attention.

Information message.

User Manual 12/ 78
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2. Device Ingllation:

During software setup all needed drivers for all PhysioFlow devices are instidled. only need
to plug the device and wafor the MSWindows operating systerto install the drivers and display
the popup message confirmintge correctsetupof drivers.

connection may be needed! Usejust need tounplug and plug back the deviedter they
make sure of internet accessThe device will not be deteetl if the drivers is not installe

f If drivershave not been installed correctly or not founky the operating systenan internet
properly!!

All PhysioFlow devices are automatically detected and configured and then displayeainin
screen of the PhysioFlow Software V2 when connected to the PC or in the range of wireless
connection around the hog2C (Herean example with an Enduro)

{3k PhysioFlow

Detected Devices

Import Type : Enduro

Measurements: . Start Standalone
vy S/N: PF115A0603P0008
[y
Backup DataBase . _-l. Availability :  Available To Start a Measurement
s 5 Start Monitering
Connection

Status - Connected

Restore DataBase

In some cases automatic detectiovill not work so uses have to make
f j E sure that:

- Only accessories provided by PhysioFlow are used (Blue
antenna, USB/Serial converter, patient cable)etc

- That the device is timed ON

- That the drivers are installed properly or thad other drivers or
internal deviceto the host PQlike internal Bluetoothantenna)
are interfering with the provided accessories by PhysioFlow
this case usermay disable those internantenna @ drivers
PhysioFlow only support Mircosoft Bluetoottrivers Al other
drivers like Toshiba, BlueSoleil, WidCom. are not supported
PhysioFlow can only provide support for tH&B to serial adapte
model delivered with the device.

Note: Once all tlose points checked user may use the refresh device
button (Blue arrows button) to see if new devices are detected.

User Manual 13/ 78
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3. Softwarelnstallation & configuratio Removal

Minimum configuration requirements

For a correctinstallation anduse of the softwarethe computer must have at leashe following
characteristics

A Operating system Microsoft Windows XPVista, Severand eight (For windows 8 the
software is launched in Desktop mode and not with new windows metro mode)
2GHzdual corex86or X64Processor

4GBRAM

250MB Free hard disk spader installation

Minimal sizescreen advised15WXIA(1024 x 768)

> I >

User hasto make sure to have enough disk space for every measurem

/_\ 10GBfree space on the hard driveriscommendedo store monitoring data.
sesson!

If the disk space is less than 250MB the software are no more usable
refer to Disk space warning messaggxtion for more details.

Installation

A Switch onthe computer
A When Windows is loaded, launch thiyBioFlow installer froneither aCDRom,aflash drive
or anelectronic copy downloaded from Manatec server.

For windows Vista and furtheersionOf A O & theéSfélldwing vidrSlgiv is displayed:

% User Account Control ==

U Do you want to allow the following program from an
unknown publisher to make changes to this computer?

Program name:  PhysioFlow Software_Setup_V2lLl.exe
Publisher: Unknown
File origin: Hard drive on this computer

V. Show details Yes

Change when these notifications appear

Choosehe language
Langue de I'assistant d'installation

Veuillez sélectionner la langue qui sera utilisée

=..‘___:' par l'assistant d'installation :
\anlish Y

Note: Selected languagse gpplicable for the installer and the software.

User Manual 14/ 78
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Installation will immediately start-ollow every step of the procedure by clicking on dSh@f Sand ¢
& A y ablttorf wihén appropriate¢ KS LINR OS & SyRa o6& GCNByraniFjes

\PhysioFlovwSoftware V2.

Setup - PhysioFlow Software - B

Welcome to the PhysioFlow
Software Setup Wizard

This will install PhysioFlow Software V2.0.1 on your
computer.

It is recommended that you close all other applications
before continuing.

Click Next to continue, or Cancel to exit Setup.

Cancel

Setup - PhysioFlow Software — U

Select Destination Location
Where should PhysioFlow Software be installed?

Setup will install PhysioFlow Software into the following folder.

To continue, click Next. If you would like to select a different folder, click Browse.

:\Program Files (x86}\PhysioFlow Software V2| Browse...

At least 114,2 MB of free disk space is required.

< Back Cancel

Licensemust be accepteth order to install the software

User Manual
PhysioFlovsoftware
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Uninstallation

Touninstallthe PhysioFlow software click @n{ ( [tddllbar on the bottom of the screen). Select
G/ 2y i NER $eledtdPrggfaing anR Udinstall a prograrh = 8efle@ PhysioFlow, click on the
GUninstale o0dziGd2y yR FT2ft2¢6 AyaliNHziGAzyao

= @
@( ]vli-‘r » Control Panel » b}ograms » Programs and Features v ‘ 9 | Search Programs and Features }3
Control Panel Home -
Uninstall or change a program
View installed updates To uninstall a program, select it from the list and then click Uninstall, Change, or Repair.
"i Turn Windows features on or
& Organize ~  Uninstall =« @
Name : Publisher 2
8 IMSXML 4.0 SP3 Parser (KB973685) Microsoft Corporation
X PaintNET v35.10 dotPDN LLC
# ' PhysioFlow Software V200 PhysioFlow
34 Realtek High Definition Audio Driver Realtek Semiconductor Corp. =
.RoxioNow Player RoxioNow
Mo inN i Dincne Nalinn DAvia X
< | 11 0 >
g/ Physioflow  Help link: http;//www.physioflow.c.. Update information: http://www.physioflow.com
. Support link: http://www.physioflow.c...
User Manual 16/ 78
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4. Software overall usabilityconcept

This section introduces main ergonomic concepts used to enhance user experience and make the
system easy taoise.

Home screen

A The home page provides to the operator the following information and controls:

| PhysioFlow Software DevelopmentPreview - g

% Physiolow

Detected Devices 7
Import Type : Enduro

Measurements ~ Start Standalone
) S/N: PF115A0603P0009
.

Backup DataBase o’ Availability :  Available To Start a Measurement

Start Monitori

Status : Connected

Restore DataBase

1. Open a dialog with a list of all previously recordedasurementsCfReviewing acquisition

section for more detés.

2. Allow to importall measurement frondata base ofprevious PhysioFlow software (PF1.0.X
versions) Cfimport data from previous physioFlow software versgattion for more details.

3. Allow to save aopy of curent datebase to the desired path chosen by useCf Backup
software data bassection for more details.

4. Load a previously saved copy ddta base to current data bas€fRestoresoftware data
basesection for more details.

5. Device information section: gives all information and status related to the identified
PhysioFlow device. It also lists all possible actions/functions the operator can perform on the
system.

Note: Awilable actions depend on the PhysioFlow device type and stétrs.
instance only Enduro all@gtandalone measurements)

o

Detected devices section: all detected compatible devices will be displayed in this list.
Device list refresh button: if for someasons the device is not detected after the first scan
the operator has the opportunity to update the list by clicking the refresh button. (It usually
occurs when the software is launched before the device is powered)

~

User Manual 17/ 78
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Validation Icons

Important parameers must be selected and validated before moving to next st@ips next button
remainsdisabled until all mandatory fiekare validatel. In this caseall fields have a@greenmarks.
Note: Optional fielddonotK I @S G+ f ARFGA2Yy LO2YyE

U The redicon with a white cross measnthat the parameters are not
validated: it is impossible tanove tothe next stepif at leastone of @
these sign islisplayed

U When the entered parameterare in the expected range andare 0
validated theyhave the greernconwith the whie check mark

Spin Boxes

Data inputare made easier for numerical value even with touch scrééter entering the value
by keyboard user have the possibilityadjustthe value by pressing the up or down arrow. For
floating valueonly the integer partan be adjusted.

A

W 175,00 cm

Software documentation and help

CKS a2F0oINBE YR RSOAOS R20dzySyidlGAz2zy Aa +tglea

at the top right of the screen, or by pressing the F1 key on the keyboard, even while a measurement
is opered or monitoring is in progress:

Choose the document to open: PSaa N RE ]

- [P 1. General Information
[P 2. Device Installation:

[P 3. Software Installation &
configuration / Removal

[F 4. software overall usability /
concept

[P 5. Before launching a
measurement

[P 6. start a measurement

[F 7. Real time monitoring
measurement

[P 8. Reviewing acquisition
[P 9. PhysioFlow tools
[F 10. standalone measurement
et et PHYSIOFLOW SOFTWARE V.
[P 11. Enduro and Q-Link
Firmware Update
P 12, Bt the software

IF 13, Identification of the
PhysioFlow software V2

User Manual
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The software and devices documents can be open by choosing in the list at the top of the screen.

If Adobe® Reader® is installed on the computer, the selected document is displayed directly in the
PhysioFlow Software. Gghwise it will be openned in the default pdf file viewer on the computer.

Miscellaneous

A The main functions of the software are displayed with clear text to easily identify their

function.

A Main procedures are simple and straightforward (just follow theps).

A\

However wser must pay attention to all informationdisplayed, read
carefully all texts and avoid clicking quickly to switch to the ne
window before understandingthe information displayed.

A When some parameters are selected some images relaidtie chosen configuratiorare
displayed.It allows havinga quick and visual overview of all selected parameters before
moving tothe next step

A All compatible devices arautomaticallydetected and shown in a list with their status and
associated furtions.No configuration is required.

A If for any reason, the softwarie not closed properlythe following message will be displayed
during the next software startup:

It seemns that the software crashed the last time it was run.
Please contact the support and send all the files in the folder

A It is always possible to save the current active window of the PhysioFlow Software as an

AYlF3ASs

In this caseplease send all these files to PhysioFlow support (support@ physiofio.c

o8 LINBaaAYy3 G(KS Gt NAyd aONBSyés 18e

the folder in which the image file will be saved, along with the file @amd file type. When
the save button is clicked, the image is automatically opened by the default image viewer
installed on the computer

User Manual
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5. Before launching a measurement

Subject Setup

To ensure a stable signal and proper data acquisitidaacriticalthat the electrodes and Physioflow
patient cableprobes be setup and configured correctly. Follow thesps when setting up subject:

1. Shave the areas required for probe placement (as dmgaw), if need be with a disposable
surgical razor.

2. Clean offthe sites with an alcohol prep pad and dry with a paper towel. Then rub the skin
with some Nuprep abrasive gel using gauze. Remove the excess gel when done. Skin color
must turn bright pink.

3. Connect the appropriately colored PhysioFlow probes on theepatable to the PhysioFlow
PF50AQCI electrodes (6 in total)

4. Apply the PhysioFlow BE& AgClelectrodes (6 in total) on the patient to the proper locations
(refer to the diagram below)

For measurement with patient a Z1
rest the electrodes are to b

placed on the thorax as shown:

NB: For the exercise tests, apf
the black and green electrodes ¢
the back as shown, the green or
being at the same level as tt
xipoid process and not above:

Z4 + EKG3
\ (neutral) j\

—
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VERY IMPORTANT:

Before applying the electrodesskin of the patient
must be shaved and cleaned with some alcohol g
abrasive gelNuprep).

From this momentuntil the end of the calibration phase, thg
patient has to be calm and at rest without moving.

Please us@hysioFlow PI0 electrodes only. Anytteer electrode will
decrease the signal/noise ratio and impair the performance of
device.
IMPORTANTPlease make sure the electrodes are in good cond
(expiration date, electrode bag not opened for more than a
days).

When applying the eleatides, ensure that the gel pad in the cen
of the electrodes contacts the skin before the rest of the electr
Do this by lifting up the sides of the electrode while placing the
pad in the center flush against the skin. Then firmly push dow
the sides of the electrode making sure no air pockets exist gty
the skin and the electrode.

User Manual
PhysioFlovsoftware
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Note: The system setups speciic to every PhysioFlow device so usehave to refer to the
Service Manual provided with the device for specific detailad exact procedure applied to the
type of devicedelivered

1. Connect the patient cable to the PhysioFIdewice

2. Switch the device ON

According to the device it may be

0 plugging the device to the host PC by USRi(K,

0 putting fully chargedatteriesin the device (Enduro)

0 connecing the power cable to mainsupply, then connecing the USBto serial
adapter from thke host PC to the PhysioFlow deviemd switcling ON the power
button in the back of the device (Lab1l)

Note: This step can be validatdry checking that the device haggreen led light.

3. Launch the PhysioFlow Software 2.X

4. The software will start scarmg for all PhysioFlow compatible devices around (Wireless) or
connected to the PC.

5. If the device is operational it should be detected adidplayedin the deviceinformation
section with all available functions.

- Only accessories provided by PhysioFlow are used (Bluetooth ant

j In some cases automatic detectiwnll not work so uses have to make sure that:
USB/Serial converter, patient cable ¢tc

- That the device is turned ON

- That the drivers are installed properly or thad mther drivers or interal
deviceto the host PC (like internal Bluetooth antenna) are interfering v
the provided accessories by PhysioFlow. In this case ns®yr disable those
internal antenna or driversPhysioFlow only support Mircosoft Bluetoo
drivers. All other drives like Toshiba, BlueSoleil, WidCom etc. are
supported. PhysioFlow can only provide support for the USB to g
adapter model delivered with the device.

Note: Once all those points checked user may use the refresh device list b
(Blue arrows butta) to see if new devices are detected.
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6. Start a measurement

At any stepof the following procedure can be stopped by jy
LINSB&aAy3d (KS TordurnyfodHs hane scrdsh @ridl gt
againthe procedure (if for instance signal qualiyot satisfying.

Device selection

The new generation of PhysioFlow software are enable to detect all the PhysioFlow devices
connected to same PC (even if they are of different tygud)rst stepis to select orwhichdevice the
measurement have to be doné KS a St SOlA2Yy Aad R2yS o6& LINBaaAiy3
GKS OK2aSy RS@OAOS Ay (KS a5SGSOGSR 5S@gA0Saé¢ ftAral

Here an example with and Endurdlote:2 yf @ KI @S (GKS 9y RdzZNER KI @S (K
information about particularity of this modglease seeStandalone measurement (For Enduro
devices only)

Detected Devices

Type : Enduro

Start Standalone
SN : PF115A0603P0009

Availability :  Available To Start a Measurement
Start Monitoring
Connection

Status - Connected

PhysioFlow terms of use

For regulatory purposedfore starting aneasurement user must validated all the check points of
the PhysioFlow termsfaiseto proceed to the data acquisitiotdser may read this carefully most of
the issues that he may encounter can be avoided if the following are checked before the
measurement.

A document describing how to make a good patient skin preparation and loaptimize
electrodes position according to measurement parameters can be displayed by preksing
GLYAGNHZOGA2Y F2NIFGdGFOKAYy3a €SIFRaé¢ odzidzy

- Please find below a reminder of essential steps to be performed before
l starting a measurement, to be validated. Thank you for your kind
understanding!

w; I have read and understood all up to date user instructions,
espedially regarding the calibration phase and the device's accessories.

I will use PhysioFlow PF50 electrodes only or the exact type of electrodes
recommended by us, they should not be expired and not dry. I will perform
a proper skin prep using Nuprep.

I will make sure my software and firmware are up to date.

I am a healthcare professional and I am qualified to operate the device.

I will contact the PhysioFlow support team if I encouter any issue that can
not be solved by reading the user manual or if I have a question about
the Physioflow system.

Instruction for attaching leads

or the
Cancel

Note: This window can be hin for 20 measurement
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Measurement options/parameters

The following procedures appto both real time monitoring and standalone acquisition

Patient selection

B &‘. Load Recorded Patient

Patient selection

F *®  Create New Patient
+

» IEl

A. Create a Newpatient:

———

ab key to navigate through fields
e bar to select gender when focused

Tip : b
—
'

Tip :

Last Name

Date of birth

v o AR

O Male
@ Female

Height

Weight

Gender

User Manual
PhysioFlovBoftware

A When all  mandatory
information is filled all green
validation icons are displayed and
the next button is enabled.

A Data out of range stawith
the red validation icon until a
correct value is entered
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1) All recorded patients are displayed

in this list.A patient is selected when a line

is clicked and ikighlightedin blue. The next

button is then activated for final validation

(Equivalent to duble click on a patiept

Right clickon a patient gives access to
first tame birthdate delete and update functions.

it izl 5/13/75

ik WIERE 5/27/85 ..

2) Hlters can be used byglickng on

T T TS T — A A

Test 3/9/83 . . .

et 5/31/07 possible to add more than encriterion. The

. 5722783 following examplgsee belowluses a double
/183 criteria filter using patient last name and

height.

3) This option is used toemove last

added filter

Filters example:

Remove filter

Search REES Filter
Search [kl Filter
-~
lastname firstname Sex height weight CodeID
test Test 0 180 75

It isimpossible to store measurement or patient anywhelse than in the
default PhysioFlow Software data bas#ily the softwarehasaccess to
this data base It is not possible to manually access its data.

However a backup of the data base can be done and stored to user
selected patlef Backup software data basectiont Ké a A 2 Cf 2
chapter

All datais encrypted ensuring privacy of electrorécordings
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a) Measurement  averaging
type: seconds or heart cycles

ment profile

b) Averagingvalue by default
set to 10 (10 seconds or cycles

according to user choice of
o — averaging type )
Save default
C) Save averaging type and
n S value as default for next
o measurements
O Exercice test (active body motion) ¥ L‘_:t‘\
@ Heart surgery (CV-1CU) d) Measurenent mode is
(Averaging time set to 60 seconds) i
very important please choose

O v 20 AU condition

[ = ] [l i

calibration set to30 heart cycles
by default (recommended value)

Measurementips

This window is displayed before starting calibration as a reminder for patient skin
preparation and electrodes positionst is very important to make sure that allhé
recommendations hee been applied by userto obtain relevant results with good signal
quality.

Note:¢ KS & KSft LJ¥E 0 dzil G 2 VistrietiodslBor IAtaching LRIO dzY Sy G Y

n Patient Connection ? “

Skin preparation is a crucial step, please
follow these instructions:

Step 1- Shave the areas required for probe
placement (if need be with a disposable surgical
razor),

Step 2- Clean the skin with an alcohol prep pad and
dry with a paper towel,

Step 3- Rub the skin with some Nuprep abrasive gel
using gauze. Remove the excess gel when done,

Step 4- If the skin color turns bright pink that means
that you successfully prepared the skin!

Furthermore, solid gel electrodes, like 3M Red Dots, are not compatible with PhysioFlow.

Wet gel electrodes, even Ag/AgCl, can be under-performing depending on their gel and glue characteristics.

Don't take risks! We recommend the Skintact PF-50 sensors and only those.

Note: The images of the tool tip window change accordingly
the measurements parameters chosen previoudgers must
read them carefully at least once.
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Patient detection window

W PhysioFlow Softwa... ¢

Please wait while the patient is being detected

For Enduro andQ-Link aF 4G SNJ Of AO1Ay3a GKS &hl1é odzitizy (K¢
connected or not. If not the following window displayed:

L] Error No Patient Detected &

No patient seem to be connected to the PhysioFlow device.

Please choose an action below.

PF115A0711P0022 A B

Enable simulation mode Reconnect Patient

A. Launch the simulation mode. This can be used for demonstration/training purposes.
The system can be used without any patient connected.

B.LT | LI GASYyld A& &adzdl2aSR G2 06S 0O02yySOGSHE
button. Patient conection window with recommendations is then displayed one
more time to provide assistance (Seéea S| & dzNJB Y Seftion). (Ohdelzalt
BSNAFAOIGAZ2YyE OWS R2yS LI SIFH&AS LINBaa a

For labl device such patient etion does not existisersmust pay
attention to the signal quality gauge during monitoring to detect a
contact with the electrodes, bad patient skin preparation or cg
failure.
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Calibration

Preview and signal quality

Please readarefullythe calibration instructions on the Calibration Wizard scréefiore clickng
2y Gt N2 OSSR . Gdlibratioh fs kriiddll Theél &cglidacy and reproducibility of the patient
measurenent depends on the calibratioin order to have an accurate measureremstrong signal
stability and reproducibility must be obtained.

0 Please wait until the signal is stabilized
and keep the patient still and silent!
Then you can proceed to calibration

If uses are not familiar with bioimpedance signali KS o6dzid2y a{ A3yl vd
provideshelp and illustrate the difference between good and bad signal:

| Signal Quality Wizard #

Important: The opeator should check that hearycles are detected (black lines slicing on a beat
by beat basis the ECG waveform (re@)milarly, please verify that fiducial points of theide
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derivative (green) signal are correctly detected (the presence of yellaween, black and pink

squares on the signal are necessary). The yellow square must not appear at the end of the heart
cycle.

If the signal analysis and quality are questionable, the operator should try another derivation
for the ECGréd electrodeon the right shoulder and orangelectrode on the left hip, for example),
and for the impedance (horizontally move the pair of electrodes siti@ethe base of the thorax
(greenand black)

IMPORTANT is essential that the operator understands the differelnegveen
acceptable and unacceptable signals!

ECG and impedance signals displayed on the screen duritigis phase. Beforg

proceeding to calibration, make sure that signals are reproducible, stable
display no artefacts or interference.

A signd stability indicatoris shown during calibratioand monitoring andis associated to Ecg and Z
plot graph (right side)

Please refer taSignal stability indicatorand Signal switch or artifactsvarning section in the tool
chapter for more detailsabout how to read the signal stability gauge

When sigal is acceptable, thenclick N2 OSSR G2 /I ftA0NI GA2YE
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