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DISCLAIMER OF WARRANTY

Opsens Inc.warrants that reasonable care has been used in the design and manufacture of this
instrument. System manufactured by OpSens is warranted to be free of defects in materials and
workmanship for a period of one year from the date of shipment.

This warranty is in lieu of and excludes all other warranties not expressly set forth hvenether express
or implied, written, or oral, by operation of law or otherwise, including, but not limited to, any implied warranties
as to the condition, quality, durability, performance, merchantability or fitness for a particular purpose.

Op=ens Inc. has no control over the conditions under which this instrument is used. Handling, storage, and
cleaning of thisnstrument as well as other factors relating to the patient, diagnosis, treatment, surgical
procedures,and other matters beyond OpSens' control directly affect the instrument and the results
obtained fromits use.OpSens assumes no liability with respect to instruments reused, reprocessed or re
sterilized

hLX SyaQ 206f A3l GA2Yy dzyRSNJ KAa 6FNNryde Aa fAYAGSR
OpSens may, at its sole discretion, replace any instrument that is determined to have been out of specification

at the time of shipmentOpSens shall not be liable for any incidental or consequential loss, damage, or expense
directly orindirectly from the use of this instrument. OpSens neither assumes, nor authorizes any other person

to assume for it, any other or additional liability or responsibility in connection with this instrument; n

person has authority to bind OpSens to any representation, warranty, or liability except as sén thith

Disclaimer of Warranty. Gpns Inc. shall not be liable to any person or entity for any medical expenses, any
f2aa 2NJ Aye2dzZNE (G2 | LINIHeQa LINRPFAGA 2N 322RgAft 2
exemplary damages caused by, arising from or related to amy defect, dilure or malfunction of the

instrument, whether a claim for such damages is based upon warranty, contract, tort or otherwise.

The exclusions, disclaimers, and limitations set forth in this Disclaimer of Warranty are not intenaled to,
shall not be construed as to, contravene mandatory provisions of any applicable law or regulation. itf ahy pa
this Disclaimer of Warranty is held to be illegal or unenforceable by a court of competediction, the pat
shall be modified to be enforceable to the maximum extent possible. If thecaanot be modified, then
that part may be severed, and the other gpa of this Disclaimer alVarranty shall remain in full force and
effect.
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1. INTRODUCTION

ﬂ:arefully read and review this entire manual to fully understand the device, its op%
and the potential risks to user and patient before use of thptoMonitor 3 System.
lllustrations shown in this manual are intended to familiarize the user with the device
illustrations in this manual serve as examples only. They may not necessarily reflect th
displayed on you©ptoMonitor 3

Rx Only
Caution: Applicablelaws restrict this device to sale by, or on the order of]igensed

Qealthcare practitioner /

Product description

The OptoMonitor 3; OptoWiret pressure guidewire combination connected to a Cathlab Hemodynamic
System or aortic transducer, is intended to be used or supervised by cardiologists in catheterization
laboratories for intravascular blood pressure measurement such as the FFR and dPRmesatsu

The OptoMonitor 3; SavvyWira pressureguidewire combination connected to a Cathlel@modynamic
System or aortic transducer, is intended to be used or supervised by cardiologists in catheterization
laboratories for blood pressure measurement such as the gradients measurement.

The OptoMonitor 3 computes and displays information, based on the input fronOfffeengpressure
guidewire andan Aortic Pressure transducgko). The pressure data is displayed as graphical curves and
numerical values on th@®ptoMonitor 3Display Unit (Opl&DU) screen.

For coronary proceduresath includesreaktime and mean Aortic (Pa) amdistal(Pd) blood pressures,
Pd/Pa, diastolic pressure ratio (dRRy Fractional Flow Reserve (FFR)

Forstructural procedures, datancludesreaktime andsystolic/diastolicAortic Ao) and wire (V) blood
pressurespulse rate left-ventricular end of diastole pressyrend gradients.

An analog output is provided to send distal pressure toGlatghlab Hemodynamic System
An analog output is provided to send aortic pressure toGaghlab Hemodynamic System

In addition, the FFR value can be sent to@aghlab Hemodynamic Systewver the distal pressure analog
output.

TheOptoMonitor 3consists of the following components:

1 OptoMonitor 30ptical Unit (OpM3DU) RER2310

hlLlizaz2yAG2N) o 5AdDWSREEF2320ari mMné oOhllao
OptoMonitor35 A & LJt | & ! y-BU) REFR3R1 6 h LJa o

OptoMonitor 3Handle Unit (HU) RER330

OptoMonitor 3DUWirelessdongleREF 322

OU Power supply 3%/ 12V 2.5A REF F201003

DU Power supply cable
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AC power coraountry specific power cord wall adapter
OptoMonitor 3 DUJOU communication cable REF F232009
OptoMonitor 3DU-OU communicatiomANcable REF232010
AUX interface cablgom hemodynamic system output
Pressure outputableto hemodynamic system input

Aortic Transduceinterface cable

=A =4 =4 4 -4 =4

1.1 Indicatiorsfor Use

The OptoMonitor3 is intended to measure cardiovascular blood pressure, including in heart chambers,
coronary vessels and peripheral vessels, during interventional procedures.

Blood pressure measurements provide hemodynamic information, such as fractional flow reserve for the
diagnosis and treatment of blood vessels and such as valve gradigirtg structural heart procedures

1.1.1 Intended user

TheOptoMonitor 3is intended to be used or supervised by cardiologists.
1.1.2 Intended environment

TheOptoMonitor 3is intended to be used in catheterization laboratories.
1.2 Contrandications

The system has no patient alarm functiorf30 _not use for cardiac monitoringThe system is
contraindicated for use in cerebral vasculature.

1.3 Safety
1.3.1 Warnings

1 Before putting the system into operation, the operator must verify that the equipment,
connecting cables and accessories are in correct working order and operating condition.

1 The power supply and cord used with tlptoMonitor 3 must be supplied byDpSensor
personnel authorized b@pSengo ensure compliance with local standards.

1 To avoid explosion hazard, do not use the equipment in the presence of flammable anesthetics
mixture with oxygen or nitrous oxidgapors,or liquids.

1 No modification of this equipment is allowed. Do not open @gtoMonitor 3housings. All
servicing and future upgrades must be carried out by the personnel trained and authorized by
OpSensnly.

1 Do not useOptoMonitor 3if it has been dropped or in another way exposed to mechanical or
electrical damage or if liquids have penetrated the housing. The user or patient may be
exposed to electrical shock or faulty readings may appear. In the event of system damage, turn
the system off; unplug the system from the power outlet and contact a qualified field service
person and/orOpSensuthorized service person @pSens

1 In the event of any anomalies observed on systamntessoriespr labels, please contact a
gualified field service person and/@pSensuthorized service person @pSens
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1.3.2

1 TheOptoMonitor 3has no patient alarm functions. The audio indicator is for system status
indications only.

I To avoid inadvertent disconnection, route all cables and secure excess cabling in a way to
prevent a stumbling and entanglement hazard.

1 Power supply is specified as a part of me equipment or combination is specified as a me
system. Connection of equipment that do not follow relevant IEC standard for medical
equipment €.g.,IEC 60601) may lead to patient injury or death.

1 Always keep prtable RF communications equipment (including peripherals such as antenna
cables and external antennaaf) least30 cm (12 inchedyom any part of theOptoMonitor 3
including cables specified by the manufacturer. Otherwise, degradation of the performance of
this equipment could result.

1 TheOptoMonitor 3system is designed to be used nieall devices that could potentially be
installed neaby to the location of its INTENDED use.

1 OptoMonitor 3cannot be used in homecare environment. This device is intended to lak use
in properly equipped healthcare facilitiesuch as &€athlab

9 Other equipment should not be stacked-twp of or in directcontact with theOptoMonitor
3 system, otherwise there is risk of improper operatidh.such use is necessary, this
equipment and the other equipment should be observed to verify that they are operating
normally.

1 Use of accessoriesransducers,and cables other than those specified or provided by the
manufacturer of this equipment could result in increased electromagnetic emissions or
decreased electromagnetic immunity of this equipment and result in improper operation.

1 Improper installation of théDptoMonitor 3or other equipment may lead to interference of
OptoMonitor 3 function, even if that other equipment complies with CISPR EMISSION
requirements.

1 When connecting to healthcare facility network, such as DIG®DMection shall be isolated.

1 When connecting video output signal to an external devecgnection shall be madeith a
shielded cableConnection shall also be isolated to provide protection against leaking current.
The user is responsible for compliance with the requirements of standard IEC-60601

1 OpM3 systemmust not beserviced or maintained while in use with the patient

1 Assembly ofOptoMonitor as part of a Medical Equipment System as well as modifications
during actual service life shall be evaluated based on the requirements-60EG-1.

Cautions

1 To ensure patient safety, use only parts and accessories specified in this manual.

1 At the end of its service life, the equipment, as well as its accessories, must be disposed of in
compliance with the guidelines regulating the disposal of such products. If you have any
guestions concerning disposal of the equipment, please con@gEensor personnel
authorized byOpSens
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1 Radio transmitting equipment, cellulgthones,and strong emission sources such as high
frequency surgical equipment are capable of interfering with the proper performance of the
equipment. For this reason, make sure that all external devices operated in the vicinity of the
OptoMonitor 3comply with the relevant EMC requirements.

1 Before connecting the equipment to the power line, check that the voltage and frequency
ratings of the power line are the same as those indicated orOp@Monitor 3label or in this
manual.

9 Always install or carry the equipment properly to avoid damage caused by drop, impact, strong
vibration,or other mechanical force.

TalAydlrAy 4G tSFHaAadG p OY 6HeO 2F Of SINIyOS 062¢
1 Always leave the protective caps on the optical connector on the Handle Unit when the system
is not in use. Do not put any sharp object into the optical connector.
f OnlyOpSen® LINB&addzZNBE 3IdZARSHGANB A& AYyiSyRSR (2 0S5 ¢
Handle Unit.
9 Eachpressure guidewirés matched with its unique cable and Gauge Factor Connector (where

applicable) supplied in the same packagd.Ja Syess@e guidewireable and Gauge Factor
Connector (where applicable) must be inserted into the Handle Unit to allow proper operation.

1 External equipment intended for connection to Pa INFREIRPd OUTPUT or other connectors,
shall comply with relevant IEC standard.g(, IEC 60601 series for medical electrical
equipment).

1 Ensure the interface cables delivered wiliptoMonitor 3are compatible with theCathlab
Hemodynamic Systemhich isto be usedwith the OptoMonitor 3
Ensure to set proper pressure averaging (see se&tib.

1 OptoMonitor 3is protected against the effects of a discharge of a defibrilldadings may
be temporarily affected by defibrillation.

1 EnsureOptoMonitor 3Handle Unit is not used in sterile environment.

1 EnsureOptoMonitor 3is within operating temperatures (1630 °C / 59¢ 86 °F) prior to the
procedure. IfOptoMonitor 3is outside of its normal operating temperatures, it may not
function normally.

9 Connection to INEWORKS including other equipment could result in previously unidentified
risk to patients, operator or third parties. Responsible organisation should identify, analyse,
evaluate,and control these risks.

1 The following changes to -Network could introduce new risks that require additional
analysis: changes in network configuration, connection of additional items, disconnection of
items, update of equipment and upgrade of equipment
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1.3.3 Precautions

To protect the privacy and security of sensitive information, including electronic protected health
information (EPHI), and to protect the integrity of the system itself, the system should be located in a
physically secure, accesentrolled environment.

1.3.4 Notes

1
1

Awarmupperiod (approximately 20 minutes) befotiee procedure is recommended.

Put the equipment in a location where you can easily see the screen and access the operating
controls.L 4 Aa dzZLJ G2 GKS dzaSNRaA RAAONBGAZY (2
wired-bedside setup or a wirelesntrol room setup.

Keep this manual in the vicinity of the equipment so that it can be obtained conveniently when
needed

NOTEThe EMISSIONS characteristics of this equipment make it suitable for use in industrial
areas and bhalthcare facilitieCISPR 11 class A). If it is used in a residential environment (for
which CISPR 11 class B is normally required) this equipment might not offer adequate
protection to radiefrequency communication services. The user might need to take mitigation
measuressuch as relocating or ferienting the equipment.

This device may usBluetooti® 2.1+ EDR communication. The frequency band of this
technology is between 24001Hz and 2483.81Hz.Type and frequency characteristics of the
modulation is FHSS/GFSK. Effective radiated power is\& Bluetoot®Class 2.

Portable and mobile RF communications equipment can a@gtvMonitor 3

1 OptoMonitor 3needs special precautions regarding EMC and needs to be installed and put

into service according to the EMC information provided in the manual.

Any serious incident that occurs in relation to the device should be reported to the
manufacturer and the competent authority

Since thee is no conductive lead between the OpM3 and @eSengpressure wires (optical
connection only)the M3 system doesot add any additional danger during thise of HF
surgical equipmentFor the aortic transducer input, please refer to the transducer manual for
this information The measurement taken by thep®3 shall not be used during the use of a
HF surgical equipmerin the patient.

Since thee is no conductive lead between the OpM3 and @eSengpressure wires (optical
connection only) the OpM3 system doesnot add any additional danger during the
defibrillation of a patient. For the aortic transducer input, please refer to the transducer
manual for this informationThe measurement taken by thep®3 shall not be used during
the use of alefibrillator on the patient.

This device should not be used in proximity to known sources of electromagnetic disturbance
such as diathermy, electrocautery, RFID, etc. as this equipment has not been tested for
immunity to specific sources of electromagnetic disturbance.

Take the following precautions to prevent any adverse events to the patient and/or to the user
in case of electromagnetic disturbances:
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o Always refer to the information listed in the secti@rii Compliance with Standards and
Directives

o In case of a signal noise, presumably caused by electromagnetic disturbances, first verify
the cabling, and then move any portable RF communications equipment and mobile
devices placed nearby as far away as possible to rule out interference.

o If signal noise persists, move any nearby portable equipment even if it is not expected to
be an RF emitter as some RF emitterg (RFID) might be concealed.

0 Stop using the device if the electromagnetic disturbances persist and contact a qualified
field service person and/d@pSensuthorized service person @pSendor assistance.

1.4 Storage and Handling
TheOptoMonitor 3is shipped nossterile and must not be sterilized.

I Store system components in a clean environment away from humidity, magnets, and sources
of electromagnetic interference (EMI).

1 System performance may be affecteddptoMonitor 3is exposed to temperatures outside
the range showed in the symbols in sectib.

1 Components should not be used if they have been subjected to temperatures exceeding safe
storage and handling ranges.

Do not useDptoMonitor 3components if it was dropped onto a hard surface from higher than 12 inches
(30.0 cm), because the system may be damaged and fail to operate properly.

1.5 Symbols

The symbols below may be found in these operating instructions or o®ffiteMonitor 3system, its
accessories, packagimy training tools.

Caution:Applicable laws restrict this device to sale by or on the order of a
licensed healthcare practitioner. Only physicians or other persons with
B< adequate medical training in catheter insertion procedures should use the
only OpSenOptoMonitor 3 system. Only those personnel who are familiar with i
operation and who have been trained to perform the procedures for which 1
device is intended should use the system

@ FollowlInstructions forUse

IPXO rating: Limited protection against ingress of water

IPX2 rating: Protected against vertically falling drops of water

This marking indicates that this product should not be disposed with other

household wastes throughout the EU. To prevent possible harm to the
environment or human health from uncontrolled waste disposal, recycle it
responsibly to promote the sustainableuse of material resources. To return

— your used device, please use the return and collection systems or contact t

retailer where the product was purchased. They can take this product for

environmentally safe recycling

IPX0 /IPX 2
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Distal Out Pd Output toCathlab Hemodynamic System

Aortic Out Pa Output toCathlab Hemodynamic System

Aux In Pa Inputfrom Cathlab Hemodynamic System

Aortic

Transducer Pa Input from Aortic Transducer

d) Power button

— Direct current

L
-

Defibrillation-proof type CF applied part

Keep dry

System model nhumber

LOT number

YYY¥M  Date of manufacture; expressed in Year and Month

[REF
SN System serial number
LOT

Manufacturer.
85%
Relative humidity range for storage condition and system use

10%
. Atmospheric pressure range for storage condition

60°C
L /ﬂ/ Temperature range for storage condition
i Stacking limit
|
I I This side up

Handle with care

\7
®

Single use. This symbol applies onlpDwSen® LINB & & dzZNB I dzA |
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(((")) Indicates equipment which emits radfcequency signal.

Indicates equipmenhot to be used in MRI scanner room

-

caaf] Indicates that an activation code is needed to use a software feature

L

MD Medical device

1.6  Cybersecurity

1 OpSens makes no representation of warranty that use of the OptoMonitor complies with
applicable laws and regulations concerning data privacy, security, and confidentiality.

1 OptoMonitor needs to be evaluated as a component of your system as you use, control,
processpr transfer patient health information.

T Itis hospital responsibility to ensure proper decommissioning process is followed with regards
to patient information stored on device. This includes the clearing of patient data if the dsvice
resold and no longer in possession of the device.

9 Access codes and passwords change frequency should be aligned with local hospital password
policies. These password policies could include frequency and complexity policies for any device
located within the facility. With an external keyboard attached to the device, this can include and
is not limited to upper case letters, lower case letters, numbers, or special characters.

1 To protect the integrity of the device as well as the privacy and security of sensitive information,
the system should be located in an acc€s8 Y i NBf f SR SY@JANRBYYSYy (o
responsibility to control access to the device. It should be stored securely, should be cleaned, and
prepared for the next procedure in a secure manner, and should be protected from theft by the
customer. Use of Locking password (ref secidhl) is recommended. Locking delay should be
aligned with local hospital password policies.

1 Access codes and passwords are activated by default. Disabling them is accepting that
unauthorized access can be granted to anyone having physical access to the device. The customer
assumes all responsibility for any unauthorized access to the device and its contents.

1 Hospital network personnel should create a secure network environment for the devices to
operate on. The hospital should ensure that all devices on that secure network environment that
can support ugto-date antivirus are running antivirus software. The OpSens definition of a secure
network environment would include access control lists, static IP address assignments, and tunnel
protocol connections via firewalls for access out of the secure network segments to the other
parts of the hospital network

2 COMPLIANCE WITH REGULATORY REQUIREMENTS

2.1 Compliance with Standards and Directives

OptoMonitor 3 complies with the applicable portions of the following standards:

IECANSI/AAMICSAStandards:
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IEC 60604:2005 + A1:2012 + A2:202( \jegical Electrical EquipmenPart 1: General Requirements fi

Ed. 3.0

ANSI/AAMES60601
1:2005/AMD1:2012/AMD2:2022

IEG506011-6 :2010Ed.3 +Al; A2

IEC 62304:2006 Ed.1 +Al

IEG606012-34:2011
IEC 60601-2:2014 Ed.4 +Al
(IEC 60601-2:2020 Edition 4.1)

CAN/CSA22.2 No. 60601:14
Amendment 2:2022

Basic Safety and Essential Performance

Medical electrical equipmentPart 1: General requirements fo
basic safety and essential performance.

Medical Electrical EquipmentPart 16: General requirements
for basic safety and essential performargc€ollateral
standard: Usability.

Medical Device SoftwareSoftware LifeCycle Processes
(performed concurrently with the IEC 606056)

Medical Electrical EquipmentPart 234: Particular
requirements for the basic safety and essential performance
invasive blood pressure monitoring equipment.

Medical electrical equipment Part £2: General requirements
for basic safety and essential performarceCollateral
Standard: Electromagnetic disturbanaesRequirements and
tests

Medical electrical equipmentPart 1: General requirements fo
basic safety and essential performance.

CENELEC EN 60402005 + A1:2013 + \egical electrical equipmentPart 1: General requirements fo

A2:2021
ETSBtandards:
ETSI EN 301 489

ETSI EN 300 328

basic safety and essential performance.

ElectroMagnetic Compatibility (EMC) standard for radio equiprr
and services; Part 17. Specific conditions for Broadband
Transmission Systems; Harmonized Standard covering the ess
requirements of article 3.1(b) of Directive 2014/53/EU

Wideband transmission systems; Data transmission equipn
operating in the 2,4 GHz ISM band and using wide band modul:
techniques; Harmonized Standard covering the essenti
requirements of article 3.2 of Directive 2014/53/EU

FCC standarddJS Code of Federal Regulations, Title 47, Part 15 (47 CFR 15))

FCC 15.247

RS&47

Systems Using Digital Modulation

Digital Transmission Systems (DTSs), Frequency Hopping S
(FHSs) anticenseExempt Local Area Network (LEN) Devices

Manufacturer's declaration Electromagnetic emissions

TheOptoMonitor 3is intended for

use in the electromagnetic environment specified below. The cust

or the user ofOptoMonitor 3should ensure that it is in such an environment.

Emission test Compliance level  Electromagnetic environment guidance
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RF emissions The equipment uses RF energy only for
internal function. Therefore, its RF emissions .

r 1 .
CISPR11 Group very low and are not likely to cause a
interference in nearby electronic equipment.
RF emissions The OptoMonitor 3 is suitable for use in a
CISPR 11 Class A establishments other than domestic and tho
directly connected to the public lowoltage
Harmonic emissions power supply network that supplies building
Class A used for domestic purposes.
IEC 610043-2
Voltage fluctuations/flicker
emissions Complies
IEC 610043-3

Manufacturer's declaration Electromagnetic immunity

The OptoMonitoi3 is intended for use in the electromagnetic environment specified below. The cust
or the user of OptoMonitor 3 should ensure that it is in such an environment.
Basic EMC
Immunity test standard or Compliance level Electromagnetic environment guidance
test method

+ 2, 4, 6 kV contact

+2,4,8kVair
Electrostatic (IEC 60601-2 3rd edition) Floors should be wood, concrete,
discharge IEC 6100@-2 ceramic tile. If floors are covered wit
(ESD) + 8 kV contact synthetic material, the relative humidit

. should be at least 30 %.
+2, 4,8, 15kV air

(IEC 60601-2 4th edition)

+ 2 kV at 5 kHz power supp
lines

+ 1 kV at 5 kHz input/outpu

lines
Electrical fast (IEC 60601-2 3rd edition) Mains power quality should be that of
ient/b IEC 61004@-4 typical commercial or  hospite
transient/burst + 2 kV at 100 kHz POwWe environment
supply lines

+ 1 kv at 100 KkH
input/output lines

(IEC 60601-2 4th edition)
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+ 0.5, 1 kV with 0, 90, 27C
differential mode

+ 0.5, 1, 2 kV common mod
with 0 or 180, 90, 270°

Surge IEC 6100@-5 (lEC 60601-2 3rd edltlon)

+ 0.5, 1 kV with 0, 90, 18(
270° differential mode

+ 0.5, 1, 2 kV common mod
(IEC 6060-1-2 4th edition)
5% /0.5 cycle

0% /0.5 cycle

Voltage dips, 0%/ 1 cycle
short

) . 0
interruptions IEC  6100@.- 70 % / 30 cycles

and voltage

variations  on 80 % / 300 cycles

power  supply 0 % / 300 cycles at 0, 45, 9
input lines 135, 180, 225, 270, 315° fc
50 and 60 Hz

(IEC 60601-2 4th edition)

3 A/m 50 and 60 Hz
Power

frequency IEC 6100@-8 30 A/m 50 and 60 Hz

magnetic field .
(IEC 60601-2 4th edition)

Mains power quality should be that of
typical commercial or  hospite
environment

Mains power quality should be that of
typical commercial or  hospite
environment. If the user of OptoMonito
3 requires continued operation durin
power mains interruptions, it i
recommended that OptoMonitor 3 b
powered from an uninterruptible powe

supply.

Power frequency magnetic fields shot
be at levels characteristic of a typic
location in a typical commercial ¢
hospital environment

NOTEUT is the A.C. mains voltage prior to application of the test level.

Basic EMC
standard or Compliance level
test method

Immunity
test

Electromagnetic environment guidance

The OptoMonitoi3 is intended for use in the electromagnetic environment specified below. The cust
or the user of OptoMonitor 3 should ensure that it is in such an environment.

Conducted IEC 6100@- 3Vrms-0.1580MHz
RF 6
(IEC 60601-2 3rd edition)

3Vrms-0.1580MHz;

6 Vrms in ISM bands,
80%AM at 1 kHz

(IEC 60601-2 4th edition)

Radiated RF IEC 6100@-3 3 V/m from 80 MHz to 25
GHz
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(IEC 60601-2 3d edition)
3 V/m from 80 MHz to 2,7

GHz

(IEC 60601-2 4th edition)

385MHz
450MHz
710MHz
745MHz
780MHz
810MHz
870MHz
930MHz

2N/m
28v/m
Vim
Vim
V/m
28v/m
28v/m
28v/m

1720MHz 28V/m

1845MHz 28V/m

1970MHz 28V/m

2450MHz 28V/m

(IEC 60601-2 4th edition
additional RF communicatio

frequencies)

R I' HZooKt ynn all

Where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation distance in meters (m).

Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey (a), should be

less than the compliance level in each frequency range (b).

()

Interference may occur in the vicinity of equipment marked with the following sy~ &

Electro IEC 6060R- 300W cut mode

surgery 34 100 W coagulation mode

The OptoMonitor 3 essential
performances are not affected by electr
surgery equipment due to the patier
connection being optic.

NOTE 1At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2These guidelines may not apply in all situations. Electromagnetic propagation is affected by

absorption and reflection from structuresbjects,and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones
and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be
predicted theoretically with accuracy. To assess the elaetdignetic environment due to fixed RF
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transmitters, an electromagnetic site survey should be considered. If the measured field strength in
the location in which th&®ptoMonitor 3is used exceeds the applicable RF compliance level above,
the OptoMonitor 3 should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such asieming or relocating the
OptoMonitor 3

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less\ithan 3

Recommended separation distances between portable and mobile RF communications equip
and OptoMonitor 3

The OptoMonitor 3is intended for use in the electromagnetic environment in which radiatec
disturbances are controlled. The customer or the user QptoMonitor 3 can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mob
communications equipment (transmitters) a@ptoMonitor 3as recommended below, according
the maximum output power of the communications equipment.

Rated maximum Separation distance to frequency of transmitter (m)
output power of 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2,5 GHz
transmitter (W) R I' MIMT R I' MIMT R I' HZoo

0,1 0,37 0,37 0,74

1 1,17 1,17 2,33

10 3,69 3,69 7,38

100 11,67 11,67 23,33

OptoWire SavvyWirelHandle Unitand Aortic transduceare CF-I 'I- and protected against the effects
of a discharge of a defibrillator. Pressure readings may be affected during defibrillation.

2.2 RF Compliance
2.2.1 United States

This equipment has been tested and found to comply with the limits for a Class Bdhgitad, pursuant

to part 15 of the FCC Rules. These limits are designed to provide reasonable protection against harmful
interference in a residential installation. This equipment generates, uses and can radiate radio frequency
energy, and if not installed and used in aaance with the instructions, may cause harmful interference

to radio communications. However, there is no guarantee that interference will not aceuparticular
installation. If this equipment does cause harmful interference to radio or television reception, which can
be determined by turning the equipment off and on, the user is encouraged to try to correct the
interference by one or more of th@llowing measures:

1 Reorient or relocate the receiving antenna.
1 Increase the separation between the equipment and receiver.

I Connect the equipment into an outlet on a circuit different from that to which the receiver is
connected.
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1 Consult the dealer or an experienced radio/TV technician for help.
2.2.2 Canada

This device complies with Industry Canada license exempt RSS standard(s). Operation is subject to the
following two conditions: (1) this device may not cause interference, and (2) this device must accept any
interference, including interference that mayuse undesired operation of the device.

Le présent appareil est conforme aux CNR d'Industrie Canada applicables aux appareils radio exempts de
licence. L'exploitation est autorisée aux deux conditions suivantes: (1) I'appareil ne doit pas produire de
brouillage, et (2) l'utilisateur de I'appataloit accepter tout brouillage radioélectrique subi, méme si le
brouillage est susceptible d'en compromettre le fonctionnement.

2.2.3 Japan
- | - #0908 L t vV L == TM‘” 9

This equipment contains specified radio equipment that has been certified to the Technical Regulation
Conformity Certification under the Radio Law.

2.3 Essential performance

Below is the list of essential performance of fBptoMonitor 3and what degradation an operator can
expect if the essential performance is lost or degradedto electromagnetic disturbance.

Essential performance Degradation observed

Electrical isolation for DC/DC converters ir|
interfaces for Aux, Pa inputs and output, P
output and HU interface

Risk of fire or loss of isolation induced by
component failure and mitigated by faihfe
functionalities

Noise or loss of functionality appearing during a
patient defibrillation.

'yAG R2SayQi GdaNYy 2y §
on M3 or flashing when turned on.

Noise or loss of functionality appearing during a
patient defibrillation.

Noise on signal that are disturbing the average, los
signal, loss of connection HU device.

Protection against defibrillatian

Accuracy of pressure measurements

2.4 Deviation from the standasd

There were no deviations from the applicable portions of the standards listed above during OptoMonitor
3 system compliance assessment
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3 OVERVIEW OF TBETOMONITORSYSTEM

Item Description Item Description
1 | OptoMonitor 3 Optical Unit (OpM®U) 10 | Aortic Transducer Interface Cable (Aortic
2 (S)S:J\TOZE/OU Power cord & Extermal Pow 11 | Pressure Output Interface Cable (Aortic O
3 oubU C.om.munlcatlon _Cable (Or Wirelg 12 | HU Optical Connector
Communication, depending on Setup)
OptoMonitor 3 Display Unit (OpMBU)
Two accessible output: USB connector
4 | port powered USB key only (not supplie| 13 | HU Electrical Connector
video output for external monitor (no
supplied).
M3DU P E | P . .
5 gt?pp?)-/ U Power Cord & External Pow 14 | OptoMonitor 3 Handle Unit (OpMBIU)
5 Cathlab Hemodynamic System (Supplied 15 Gauge Factor Connector (GFC) (WHh
others) Applicable)
7 | Pressure Output Interface Cable (Distal @ 16 | OpSens wire Cable with FOIC Connector
8 | AUX Interface Cable (AUX In) 17 | OpSens pressure guidewire
9 | Aortic Transducer (Supplied by others)
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3.1 OptoMonitor 30ptical Unit (OpM3U)

The Optical unitomputesthe pressure obtained fronh LY SpfesQreguidewires: OptoWire and
SavvyWire It is the main unit that provides connections to tBathlab Hemodynamic Systewortic
TransducerDisplay Unit, and the Handle Uriithe Optical Unit re6 LED®n its front face that alerts the
user in various ways (see sectid6.?).

TheOptoMonitor 30ptical Unit (OpMN3-OU) includes the following cables:

1 12V Power supply and cable
1 AC cableord of specific country
1 CommunicatiorcablewiththeDU6/ ha AF mMnéeéX [!'b AF wMpéEo

Depending on intende@athlabOptoMonitor 3connection, the OWnayalso include any of the following
cables:

1 Interface cable for Pa inptrom the hemodynamic syster Aortic Transducer)
1 Interface cable for Pd output to the hemodynamic system

1 Interface cable for Pa output to the hemodynamic system

The OptoMonitor 3 is supplied with a power supply cord having three conductors; the «
conductor is only a functional earth.

The OptoMonitor 3 Optical Unit supports both wired and wireless connection to its Display Unit. The
wired connection is througn OU5 | 02 YYdzy AOlI GA2y Ol o6t S AT dzaAy3d (K
['b 6ANB AF dzaAy3d GKS fI NHSNJI mpé 5!

The Optical Unit has 9 ports through its bottom face. They consist of:
1 One DC power plug
1 Two Handle Unit connectiorienefor electricalconnection,one for optical connectior)
1 One LAN port
1 One COM port

1

Fourpressure input/outputinterface cableorts (see3.2)
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3.2 CathlabinterfaceCables

OpSengan provide interface cables connecting thptoMonitor 3systems to theCathlab Hemodynamic
System These cables are customized to the specific types of monitoring equipment iCsthlab

3.2.1 AUX IfAUXInterface Cable)

Mandatory unless usingo Transduceinterfacecable(3.2.2). Provides Optical Unit with Pa readings from
the Cathlab Hemodynamic Syste@able model depends on your curré@athlab Hemodynamic System

3.2.2 Aortic In AoTransducemterfaceCable)

Mandatory unless usinguxInterface cable3.2.1). Provides Optical Unit with Pa readirdjsectly from
the Aortic Transducemaking the OptoMonitor 3a more independent devic&€able model depends on
your current Aortic Transducer system.

3.2.3 Aortic Out Cable (Pressure Output Interface Cable)

Mandatory if using theAo Transducetnterfacecable 8.2.2), otherwise optional. Sends Pa readings to
your Cathlab Hemodynamic SysterCable model depends on your curre@athlab Hemodynamic
System

3.2.4 Distal OutPressure Outpuhterface Cable)

Optional.Sends Pd readings obtained frahe pressure guidewiréo the hemodynamic system in the
Cathlab Cable model depends on your currédathlab Hemodynamic System

3.3 OptoMonitor 3Display Unit (OpMBU)

3.3.1 Overview of the DU

The OptoMonitor 3 Display Unit is theOptoMonitor 3 user interface. It displays the system status,
performs pressure averaging, calculamesasurementsand displays relevant graphical curves and data.
The DU also has built in speakers that alert the user in various ways (see Sgction

The Display Unit (OpMBU) includes the following items:

LBE2019-42-v2 OptoMonitor 3 IFLRev2025-08 25| Page



1 OUDU communication cable / h a

1 Plugin extensions (number varies basedaptions).

OpSendas made the OpMS |
OMpPEL D

g AflofS G2

AT dzaAy3

mné¢ .5 X [!Db

ft Odzad2YSNA

AT

%

dza A y

Gg2

The only difference between the two units is their size and availability of ports. All functions, explanations,

and any other statement regarding the OpNI8J applies to both sizes of DU; the systems operate

identically.
DUMn 4 Q DUmMp U Q
Picture
Screen Size 10inches 15 inches
Power Port One One
LAN Port One Two
USB driver port§for USB key One One
only)
COM port One None
External Monitoring VGA port DVID or HDMI port (depending
on model)

Advantages

Its smaller size makes it
lightweight and highly portable,
It is the ideal choice for the
customer who wishes to use
this device mounted on the

bedside.

Its increased screen size make
data and functions very clear,
and the increased number of
ports on the device makes it fa
more versatile. It is ideal for

control room operation.
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3.4 OptoMonitor3 Handle Unit (OpMBiU)

TheOptoMonitor 3Handle Unit provides the link between tpSengressureguidewire and the Optical
Unit. The Handle Unit also has an LED on its front face that alerts the user in various ways (see section
3.6.2.

The Handle Unit has square greeport on its frontface,which is meant fowire connection as well as
a smaller slot connection for the gauge factor connector (where applicable).

NOTE The Handle Unit must be placed outside the sterile field.
3.5 Accessories

3.5.1 OptoWirePressure Guidewifaot supplied)

TheOpSen®OptoWirePressure Guidewire provides the distal pressure requirezhtoulateboth the dPR
and FFRThis accessory is a single use.

Please contact your representative fOptoWirepurchase.
Please refer t®ptoWirelFU forthe following:
9 Disposal of unit after use
As applicable, the appropriate process for cleaning and packaging
Sterilization method

1
1
1 Necessary instructions in the event of damage to sterile packaging
1

Precautions to be taken in the event of changes to the performance of the OW as a result of
ageing and environmental conditions.

3.5.2 SavvyWiréressureGuidewire(not supplied)

The OpSensSavvyWirePressureguidewire provides theeft ventricular (LVpressureduring structural
heart proceduresThis accessory is a single use.

Please contact your representative fitve purchase.
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Please refer tahe SavvyWirgressure guidewird=U for the following:

1 Disposal of unit after use
As applicable, the appropriate process for cleaning and packaging
Sterilization method

Necessary instructions in the event of damage to sterile packaging

= =4 4 -

Precautions to be taken in the event of changes to the performance oSthwyVire as a
result of ageing and environmental conditions.

3.5.3 Aortic transducer (supplidy other$

The Optical Unit uses the signals fr@ptoWireand an Aortic Pressure input to calcul&ER, dPR and
TAWRmMeasurements.

The aortic pressure reading can be obtained either froBathlab Hemodynamic Systermia AUX input,
or an artic transducer, via Aortic Transducer Inpiftusing a direct connection to the Aortic Transducer,
the transduceishall meet the following requirements:

ANSI/AAMBP22 compliant transducevith the following specifications:

1. Sensitivity 5 uV/V/ImmHg

Excitation voltage : 4 to 8 Vrms
Excitation impedance: > 200 ohms
Signal Impedance: < 3000 ohms
Minimum pressure range30 to 300 mmHg

a0

Refer to the instructions for use provided by the Aortic Pressure Transducer manufacturer for the
following:

Disposal of unit after use

Restrictions on number of reuses.

As applicable, the appropriate process for cleaning and packaging
Sterilization method

Necessary instructions in the event of damage to sterile packaging

= =4 4 -4 - -

Precautions to be taken in the event of changes to the performance of the transducer as a
resultof ageing and environmental conditions.

3.6 Audio and LED Indicators
TheOptoMonitor 3has LEDs and audio indicators to identify the system status and performances.

The audio indicators are expressed in lowedium,and high pitch tones.
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3.6.1 Audio Indicators

Events Audio Descriptions

Optical connection event 2 Low tones Optical disconnection occurred

Optical connection event 2 High tones Optical connection occurred

Zeroing function 3 tones EM-H* Zero completed

Zeroing function 3 Medium tones Pressure guidewirgZero failed, aborted
Equalization function 1 Low tone Equalization reset

Device matching indicatior 3 Medium tones GF connector an@ptoWiremismatch

Data communication 4 High tones Data communication lost between Display U

and Optical Unit

*L-M-H: Lowg Medium¢ High
3.6.2 Color Indicata

The LED indicator on th®ptoMonitor 3 system will help you monitor the status of the system
performances.

3.6.2.1 Optical Unit and Display Unit Indicators:

The Optical Unit has six LED indicators on its front face, split into a top fowrdgf 95 Q&4 FyR | 062
row oftwo[ 95 Q& &

1. Thefirst LE. of the bottom row indicates Optical Unit powstatus.A steadyBlueindicator
indicates that the Optical Unit is powered.

2. The second L; of the bottom row indicates Optical Unit wireless connectigith the
Display Unitindicator is OFF when OU wireless function is not activated. A flaBhiagdicator
indicates that OU wireless is activated but not currently connected with a DU wsigadyBlue
indicator indicates that the OU and DU are wirelessly connected.
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3. The first LEI[: of the top row indicates status of electrical connection with the Handle Unit.
A steadyGreenindicator indicates that the electrical connection between the OU and HU is
stable.

7,

oy N«

4. The second LESEE of the top row indicates status of the optical connectiwith the Handle
Unit. A steadyGreenindicator indicates that the optical connection between the OU and HU is
stable.

5. The third LE of the top row indicate©pSenpressure wireeroingstatus. AsteadyGreen
indicator indicates that th@ressure wiréhas successfully been zeroed to atmospheric pressure.

6. The fourth LE of the top row indicates equalization status between fitessure wireand
aortic pressure. AteadyGreenindicator indicates that th@ressure wireand the aortic pressure
have successfully been equalizedhe same pressure

Thepower supply to théDisplay Unit haene LED, which will have a sted@geento indicate that the DU
is poweredON.

3.6.2.2 General system status

) . System not ready to use. Refer to messages in the Disp
OU power: Flashing blue ' yAGQa aSadl 35 6AYR26O
OU top row LEDs: Third flashing,

fourth solid The OU is updatindrefer to section 8.8 update OU.

System is in error. Restart the OU. If the LEDs are still
OU top row LEDs: All flashing flashing after restarting the Olplease contacOpSenor
personnel authorized b@pSens

3.6.2.3 Handle Unit Indicators:

The Handle Unit green and amber LED indicators provide information using color andofiiesh
sequences. Please refer to table below for more details.

The flashcoded sequences are represented graphically on the Handle unit as follow:

Fast pulsing 0000000
Slow pulsing (every 3 seconds) (] (] o o
Slow flashing Db G
Steady on D
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Events Led indicators Message on Display Unit
GFC connector not inserte

to Handle Unit Insert GFC (] o [ I B Connect GF connector to Handle

Optical connection lossc 0000000 No signal, check OptoWire connect
Connect/Check OW No signal, check SavvyWire conned

System s )

completed

OptoWirezero aborted (signal unstab

Wire Zero failed/Aborted PN OptoWire zero aborted (signal unstab
S ,

avvyWire zero aborted (signal unsta

Mismatch between OptoWire and
connecto

GFC & OW mismatch g &6

NOTEAmber LED indications usually mean the system requires operator attention.

3.7 Graphical User Interface

OptoMonitor 3interface comprises a touch screen display with a graphical user interface through which
all user interaction is performed. Measurements are displayed astiral graphical curves as well as
numerical values. The graphical layout may change dependingetatted measurement mode, or
current state of the instrument.

INFORMATION SCREEN

At startup of the device, the application access code must be entered to access the MAIN screen.

13:40:15
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Before accessing the Main Screen, it is possible to access the System Info Screen through the Information
Button.

* System Info

2024-01-16 13:42

OpM3-DU-K767
80V3000
1AL5

81Vv3287
415
4.1.0

2.0.0

This page displays all information about the OpM3: The date and time set by the DU, the DU module
number, the DU and OU serial number, as well as the OU, DU and HU installed software versions and the
OU hardware version.

MAIN SCREEN

The first screen that appears when the instrument has been started is the MAIN screen. The MAIN screen
is divided intdfive areas as shown below.

1. Graphic window:
real timeand averagegbressuresor ratios This window banges based on functions and modes.
2. Information field:
Satus indicatorsaveraging period, patient name, patient ID, date and time.
3. Data window:
Numeric values such as pressurgslise rate and gradients. h Playbackthe values shown are
related to a cursor or selected part of the sigrf&me values are clickable and will impeaiues
and/or signal shown.
4. Message window:
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3.8

Information and warning message@nce recording has started, the elapsed time (hh:mm:ss) is
displayed at the top left of the message windows.

Menu window:

U YSydzQa YR FTdzyOiA2y odzidz2yaod

Coronary procedure ain Menu Screen Functions

bt @AIFGA2Y GKNRAAK GKS AyailiNHzySyiQa az27Fdsl NB
access buttoaon the bottom of the touchscreefmenu window)

12:57:06

John, Smith Az12345678

Settings button

Pressing this button switches the screen to the SETTINGS screen.

Patient button

Access the patient information dialogue to enter patient name, dender, date of birth,
procedure dateaccession numbeperforming physiciamame andstudy description. From the
patient information dialogue, you can access the DICOM $8se sectiory.11.1 for more
information.

NOTEIt isrequiredto create the patient ID before each caeassociate recordings to a specific

3.

4.

patient.

Ao Zero button

OptoMonitor 3Aortic ZeroSee sectioff.2.2for more information.

Equalization button

EqualizeDptoWire(Pd) pressure to Aortic (Pa) pressusee sectiof.5for more information.

FFR button

Beginrecordinga mean Pd/mean Paeasurement. When pressed, it changes to a STOP FFR
button, pressingwhich will endthe recording andswitch the screen to playback modg.10).
Pressing FFR button also automatically starts the minirngan Pd/Pdracking.The number of
beats the FFR calculation averages over (defa8ltis set by the user in the SETTINGS screen
See sectior.6for more informationon FFR

dPR button

Begin recording andalculation ofthe diastolic pressure rati®isplay will automatically switch

to playback mode3.10 upon completion. See sectigh7.1for more information.

dPR Pullback button
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3.9

bl @A3LGAZ2Y (GKNRIzZZK GKS AyadaNdzySyidQa az2f¥idél NS YSyd

Begin a dPR pullback measuremémthen pressed, it changes to a STOP Pullback button, pressing
which will end measurement arglvitch the screen tplayback mode3.10). See sectiof7.7.2for

more information.

View button

Press this button to watch previously recorded measurements. Pressing this Isutttmies the
screento playback mode3.10. If patient data has been entered, all previous recordings saved
under this patient ID will appear in the message window in the playback screen.

Structural procedure main Menu Screen Functions

access buttons on the bottom of the touchscreen (menu window).

John, Smith Az12345678

Pulse

Settings button

Pressing this button switches the screen to the SETTINGS (sg8csicneen.

Patient button

Access the patient information dialogue to enter patient name, ID, gender, date of birth,
procedure date, accession number, performing physician name, and study description. From the
patient information dialogue, you can access the DICOM list. See séttidrl for more
information.

NOTEIt is required to create the patient ID before each case to associate recordings to a specific

3.

4.

patient.

Ao Zero button

OptoMonitor 3 Aortic ZerdSee sectiof?.2.2for more information.

Equalization button

EqualizeOpSengressure wirg(LV) pressure to AorticAo) pressure. See sectioh5 for more
information.

Delay

Press once for automatic adjustment.

Press a second time for the delay adjustment menu and manual delay adjustment.
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(" Select pressure wire delay )
Wire delay (ms):

6. Recordbutton
Begin recordinghe pressures antheasuremens. When pressed, it changes to a STOP button,
pressing which will end the recording and switch the screen to playback rBdd®. (The number
of beats the calculationaverages over (default 5) is set by the user in the SETTINGS screen
(section 5). See sectior7.6 for more information. The pulse rate measurement is always
measured on an average of 10 beats.

7. View button
Press this button to watch previously recorded measurements. Pressing this button switches the
screen to playback mod@&.(L0). If patient data has been entered, all previous recordings saved
under this patient ID will appear in the message window in the playback screen.

3.10 Playback Mode Functions

In the playback screerthe message window is replaced byNaS O 2 NRakiga@riransisting of a
selection boxthat can beused to select thalesiredrecordingto displayand left and right arrows to
navigate through the recordings in chronological ordesmallergraphic window is also displayed to
presentthe user an overview of theurrentrecording and move through the recording when a zoom is

in effect.In thisscreen, the user can use its fingers inside the main graphic window to manage the zoom
by pinching and move through the recording by draggiBelecting a recording will cause the screen to
show the recorded pressure measuremenipdate the small graphic windoeontaining the fulength
recorded measuremenisnd the total time of recording. The screen will also update the graphic window
andthe datawindow, depending on the type of recording it is

1 AnFFR recording will display thecorded measurementi the graphic window, as well as
the minimumFFRover the recording in thelatawindow. A yellow line will be placed at the
point of minimum FFR. The user can scroll through the recorded measurements to see changes
of Pa and Pd over tim@ressing the FFR buttamthe data windowwill return the marker to
the point of minimum FFR.
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P < 2025-02-21T13:03:26 FFR (0.98)

Ciose Case a3

Archive Record

1 A dPR recording will display td®R value over the length of the recordimdp values for Pa,
Pd, or Pd/Pa will be displayed in this playback mode.

! ! @ 13:03:54
John, Smith Az12345678 02

1.00

< 2025-02-21T13:03:46 dPR (1.00)

Close Case:

Archive

1 A dPR pullback recording will display teeorded measurements and the dPR pullback value
over time in the graphical window. Minimum dPR over the pullback will display idatse
window, as well as be marked by a purple line at the point of minimum dPR in the graphical
window. No values for Pa, Pd, or Pd/will be displayed in this playback modessing the
dPR buttonin the data windowwill return the marker to the point of minimum dPR.

13:04:58
John, Smith Az12345678

Pd/Pa button

Archive

1 Pressing the Pd/Pa button in the information window while in a dPR pullback playback will
Ol dzaS GKS L)X FreokO]l G2 a¢gAlOK G2 datRktlé Y2RS:
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with Pd/Pa over time and be marked by a yellow line at the point of minimum Pd/Pa, as well
as update thedata window accordinglyPressing the Pd/Pa buttan the data windowwill
return the marker to the point of minimum Pd/Pa.

Pd/Pa button

< 2025-02-21T13:04:40 dPR Pullback

A

Patient Archive

9 Pressing the dPButton in the data window will resume the display of dPR value and dPR
pullback pressure curves.

1 ATAVR recording will display the recorded measurements in the graphical wiflkdeweats
used to calculate measurements are selectable by a click on the Eaasurementsand
gradientsaredisplaydin the data windowThe 3 dots next to the measurements indicate the
possibiliy to click on the data and change the shown measurement.

- 18:59:24

Pulse

TTIHEE:

< 2025-02-20T18:59:00 TAVI

A

Patient Archive
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3.10.1 Universal Menu Functions

13:05:22

0T18:46:13 TAVI
0T18:47:18 TAVI
TAVI

TAVI

FFR (0.98)

1. Recordings selection box
This selection box allows choosing among all recordings of a current patientifcasecase is
open (see section 6), all previous recordings made without an open case will appear in this
window @ A G K (G KS & b PappingthisSogxitiéenalspeoific recording will cause its
recorded measurements to update the graphical window and data window accordiFiggy.
recordings can also be browsed in the order they were recorded with the left and right arrow
buttons.

2. Back button
Press this button to return to the MAIN screen.

3. Patient button
Aaess the patient information dialogue to view patient name, ID, gender, date of birth,
procedure date, accession number, performing physician, and study description. See section
7.10.1 for more information.

4. Archive button
Press this button to view previous recordings. Accessing previous recordings will close the current
case, if open. This menu should therefore not be accessed while a case in ongoing.

5. Close Case button
Press this button to close the current Patient cask recordings for the current patient will be
stored in Archive, and patient information will be set back de default.

6. Delete Record button
Press this button to delete the recorditigat is currently selected in the recording selection box

7. Notes button
Press this button to accedsformation linked to the recording. For ahAVRFFR/dPR/dPR
pullback recording, the user can note the vessel of procedural interest, which will update a visual
map of the vascular system. The user can also note the physiological assessment of the patient,
note the proceduralstep, and note the drug used. See secti@rill.2 and 7.11.3 for more
information.

8. Compare button
Press this button to go to the compare screen (7.Avnilable only for TAY.

9. Pressure scale
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Press the pressure scale to manually change the selected scale

10. dPR scale
Press the dPRcale while in viewing a dPR Pullback in playback mode to manually change the
selected scale.

11. Zoom in/ Zoom out function
To reduce the total segment in view (zoom in), using 2 fingers in the graphical area and move
them apart (pinch out). To increase the total segment in view (zoom out), using 2 fingers in the
graphical area and move them closer together (pinch in).
The zoom out is possible until the entire length of the recorded graph is in view.

12. Play button
Press this button to see a playback of the selected recording. When pressed, it changes to a STOP
button, pressing which will end the playback and return to the playback screen. As the system
plays the recording, the time of the playback will be displaigethe left of the full recording
window.

13. Averagingperiod
This indicates the averaging periofihe averagingeriod indicates thenumber of heart beats
over whichthe followingvaluesare averaged:

Pa average: applies to FFR, dPR and dPR pullback recordings
Pd average: applies to FFR, dPR and dPR pullback recordings
FFR: applies to FFR recordings

Pd/Pa: applies to dPR pullback recordings

Ao and LV systolic and diastolic values: applies tdRfédordings

O O O O O

It canbe edited inlive viathe Settingsbetween 1, 2, 3, 4, or 5 beatBor the TAVR, the number
of beats is from 1 to 10.

Ina TAVR recording is possible to predhe numberof-beats icon andhe Select indices period window
will pop-up as follows:

Select indices period

Avg. period: 5
Indices period: = & 5 >

Changing the indices period will change the number of selectable beats in playback. This affects only the
currentrecording,and the affected measurements afevVEDRnNdgradients

3.10.2 ArchiveMenu Functions

The archive screen displays the patient folder table. This table is filled with all the recordings stored on
the DU. The list is initially sorted by procedure date but can be sorted by pressing a column title. The
Status Column indicated whether the recorg has already been exported or not:

N/A:  Not applicable status (used for folders that have no patient associated)
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The patient folder has never been exported or it has been exported but at least one of the
recordings from the patient folder has been added, removed, or updated since.

USB: The patient folder has only been USB exported (or Anonymously exported).
PACS: The patient folder has only been DICOM exported.

U+P: The patient folder has been USB exported (or Anonymously exported) and has also been DICOM
exported.

Archive

2025-02-20 |John Smith Az12345678

2025-02-20 No Patient NAA

2024-03-04 No Patient N/A

2024-02-27 Test Test 4567 use

2023-12-07 Mo Patient NAA

2023-11-21 No Patient N/A

2023-11-08 Mo Patient N/A

2023-11-02 | Doe John 1961-05-22 | 34567 UsB

2023-10-05 No Patient NAA

2023-09-19 H Lim 3456 USB

1. Back button
Press this button to exit the Archive View without changing the viewed case

2. USB Export button
Press this button t@xport recordingo an external hardware device (USB drive).

3. Anonymous Export button
Press this button to perform the same actias USB Export buttamonymously This button will
upload the recordings without patient information.

4. DICOM Export button
LF GKS aeadSY A& LINPLISNIe O2yFAIdzNBER G2 0SS 02\
export the procedures graphical and numerical data via DICOM. Press this button to send a screen
capture and data of the case recordings to the PACS.

5. Storage Space button
Pressthisbuttont®k A & LI F @ (G KS & {ugivinddw3rSis gopuplwid®é wilLdzsplay
information about internal storage and external hardware device storage (USB storage).

6. Select All button
Press this button to selectr deselectll cases in the Archive Window

7. Delete button
Press this button to delete the selected cases.

8. Check mark button
Press this button to open selected case. If no case is selected, the latest case will remain in the
view window.
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4 OPTOMONITORISSTALLATION

Item Description Item Description
. . . Aortic T Interf le (A
1 | OptoMonitor 3 Optical Unit (OpM®U) | 10 In‘;”'c ransducer Interface Cable (Aof
5 OpM3-OU Power cord & External Pow| 11 Pressure Output Interface Cable (Aof
Supply Out)
3 oubuU Cpmmunlcatlon Qable (Or Wirele 12 | HU Optical Connector
Communication, Depending on Setup)
4 | OptoMonitor 3 Display Unit (OpMBU) 13 | HU Electrical Connector
M3DU P E | P . .
5 OpM3DU Power Cord & External Pow 14 | OptoMonitor3 Handle Unit (OpMBiU)
Supply
Cathlab Hemodynamic System (Suppl Gauge Factor Connector (Whe
6 15 .
by others) Applicable)
7 (F;ru(-::ssure Output Interface Cable (Di 16 | OpSens wire Cable with FOIC Connectg
8 | AUX Interface Cable (AUX In) 17 | OpSens pressure guidewire
9 | Aortic Transducer (Supplied by others)
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4.1 Unpacking th&®©ptoMonitor 3System
Unpack the box and check that the following components have been supplied:

1 One Optical Unit with OU power supply and main cable
1 One Handle Unit

1 One Display Unit with DU power supply, DU communication cable, mounting clamp and
screws

Depending on intende@athlabOptoMonitor 3connection, the boxnayalso include any of the following
cables:

9 Interface cable for Pa input (from the hemodynamic system or Aortic Transducer)
9 Interface cable for Pd output to the hemodynamic system

1 Interface cable for Pa output to the hemodynamic system

I One DICOMablec optional

NOTEBefore use, always check that all parts are present and undamaged.
4.2 Mounting thedevices
4.2.1 Mounting the devices

There are several possibilities forounting the different parts of the @MM3. Please refer to parts
Appendix A: OptoMonitor 3 Installation Instructionfor further installation instructions.

4.2.2 Mounting theOptical Unit

The Optical Unit is suitable for installation within patient environmémgtallOptoMonitor 3Optical Unit
securely under the bed or other nearby location. Ensure the Optical Unit and Display Unit are close
enough to connect the GIDU communication cable, or if using wireless connection, ensure there is no
interference that would interrupt the sital between the OU and DU.

NOTEIf replacing a OptoMonitor, ensure power supply is replaced as well. OptoMonitor power supply is
not authorized for use with the @/3.

4.2.3 Mounting the Display Unit

The Display Unit is suitable for installation within patient environmgénising the hardwired connection
between OU and DU, follow these steps to mount @@toMonitor 3Display Unit bedside:

1. Attach the clamp and adapter plate to the rear of tgtoMonitor 3 Display Unit with the
supplied screws.

2. Affix OptoMonitor 3Display Unit to a suitable place on an IV pole (not shown). Ensure that the
mounting ofOptoMonitor 3Display Unit is secured and that its position is stable.

3. Connect theDU-DU communicatiorcable(Blue COM wire to COM1 in BlJn EARicableto LAN2
in DUm p).€
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It is also possible to use a thipairty screen support if needed. The ™ ¢ | Y Rv piék SOy 6 2 (G K

attached to a VESA screen support. Thebw¢ Ol'y 6S il OKSR (2 IMpEpETpP 4
can be attached to a 10x10 VESA support.

If using the wireless connection between OU and DU, install the DU in a location which is accessible and
safe to use, andan maintain consistenwirelessconnection with the OUThis includes angcceptable
location within the control roomWireless dongle can be connected in any free pP&@Bbut should not

be connected using an extension cable.

To activate théWirelessfeature on the OU (wireless LED flashing), it is required to connect the OU and
DU using a wireadonnection andtoggle the wireless setting off then back on in the DU Networks
parameters screen. Once wireless is turned on, the communication cable can be removed.

When using wireless communication between the OU and DU, factors such as distance and disturbances
from nearby equipment can impact quality of signal. In such cases, a message will appear on screen to
indicate information loss. Communication link will be reset if data loss is recurring. To correct this
situation, relocating the OU and DU to reduce the distance (approximately 10 rofigight) and/or
proximity to other equipment may help. If problem persistsyieed connection may be required.

4.3 Connecting the Handle Unit

The Handle Unit is suitable for installation within patient environm&ht Handle Unit is the connection
cable between the pressure guidewire and the Optical Unit.

Optical Unit

Optical "
connection 3

Electrical
connection

1. Handle Unit connects to the Optical UnEnsure secure connection of both the electrical
connection {vhite) andsquareoptical connectiondreer).
2. Thepressure Guidewireonnects to the square optical connectfrthe Handle Unit.
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CAUTIONS:

1 The Handle Unit must be placed outside of the sterile field.

i To keep optical connector clean, it is always recommended to keep the Handle
connected to the Optical Unit. Disconnect only when the unit needs replacing.

9 Avoid dropping the Handle Unit as it may cause damage to the device. Do nc
the device if it appears damaged or deformed.

9 Always reinstall the dust cap protector(s) on the optical connector(s). Dust ent:
0KS O2yySOi2Nbav YIe& NBRdIzOS GKS 2L
aradyrté o NYAy3a YSaal 3aSao

e e e e

= | Handle Unit |
Capped |

4.4 Connecting to Main Supply

9 Connect the power supply cable to the Optical Unit and secure the plug with the threaded
ring.

1 Connect the mains cable from the power supply attached to the Optical Unit into a suitable
power outlet.

1 Repeat the same process to connect the Display Unit to the main supply.
1 Both OU and DWill automatically turn on oncé is powered.

1 Note that the same logic will apply during power losses.

[ WARNINGUSse only power supgsand power cordprovided byOpSens ]

4.5 Connecting t&€CathlabHemodynamic Highevel Aortic Output

The Optical Unit uses the signals fr@pSS vy pré3sure guidewirand Aortic Pressure input to calculate
both the dPR and FFR.

The Optical Unit must be connected t&Cathlab Hemodynamic Systeim Aortic Transducer in order to
access to the aortic pressure (Pa). If usingGaghlab Hemodynamic System

1. Connect the AUX interface cabldgreen) to the hemodynamic highvel pressure output
associated to the Aortic pressure.
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2. Connecthe AUX interface cabl® the green connector of the Optical UtfiabelledAUX .

NOTEThis is the high level (1@0mHg/V) input for aortic pressure fromGathlab Hemodynamic System
Aortic blood pressure measurements are required for the dPR and FFR calculations.

4.6 Connecting to Aortic Transducer (Aortic Input)

The Optical Unit uses the signals frapSS y a Q LINES a & aadlKorti@RizsdRrS ingutNdScalculate
both the dPR and FFR.

The Optical Unit must be connected tcCathlab Hemodynamic Systewn Aortic Transducer to access
the aortic pressure (Pa). If using a direct connection to the Aortic Transducer:

1. Connect theAotransducer interface cabl@ed) to the Aortic Transducer output associated to the
Aortic pressure.

2. Connect theAotransducer interface cabl® the red connector of the Optical Urflabelled Aortic
Transducer)

3. From the Main Screen on the DU, navigate to Settings > Maintenance > Input/Output Calibration
> Pa Source and select Transducer.

4.7 Connecting Aortic Output BathlalHemodynamiecompulsory when using thAo
transducer interface cable

If using direct aortic input into the Optical Unit via thAe transducer interface cablesée sectiort.6),
aortic output to the Cathlab Hemodynamic Systemust also be used. For approvedathlals,
OptoMonitor 3 can feed the aortic pressure signal coming from the transducer to Glathlab
Hemodynamic Systetny emulating a BR22 compatible transducer so that refiine Pa pressure can be
shown on theCathlabmonitor.

1. Connect the Pressure output cable (yellow plug) to a free transducer input oC#telab
Hemodynamic System

2. Connect the Pressure output cable to the yellow port second from the left on the bottom row of
ports on the Optical Unit (labelled Aortic Out).

3. From the Main Screen on the DU, navigate to Settings > Maintenance > Input/Output Calibration
> PaSource and select AUX.

4.8 Connecting Distal Output @athlabHemodynamieOptional

The OptoMonitor 3 has the capability tdeed the distal pressure signal coming from theessure
guidewireto the Cathlab Hemodynamic Systdim emulating a BR22 compatible transducer so that real
time Pd, Pd/Pa pressures can be shown onGaghlabmonitor.

1. Connect thePressure output cabléyellow plug) to a free transducer input of th@athlab
Hemodynamic System

2. Connectthe Pressure output cabl® the top-left yellow connector of the Optical Un(iabelled
Distal Out)
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NOTE:This is a low level (RV/V/mmHg) output of the distal pressure measured by thressure
guidewire. This output is intended to connect t&€athlab Hemodynamic Systemith BR22 compatible
transducer input with sensitivity of Bv/V/mmHg).

4.9 Connecting DICOM

The OptoMonitor 3 has the capability to communication with the hospital DICOM Modality Worklist
Server / RIS (Patient information retrieval) and DICOM Export to archive Server / SCP (image export).

When connecting to healthcare facility network, such as DICOM, connection shall be isolated. Connection
to the hospital network is achieved using LAN1 port onRisplay Unit

The following information will be required in order tomplete the Networking setup. This information
is to be provided by the hospital staff, typically the-biedical engineering group or IT department.

Can the OpM 3 use a DHCP server to automatically obtain an addréEs/ NO
If NO, please provide the following information:

| Static IP address to use:

1 Net Mask to use:

1 Gatewayto use:
DICOM Modality Worklist Server / RIS information

Please indicate the following information:

1 DICOM Server Local AE title: (Remote AE title on OpM3)
1 DICOM Server AE host IP:
1 DICOM Server Local port:
1 DICOM Server Remote AE title: (Local AE title on OpM3)

DICOM Export to archive Server / SCP information
Please indicate the following information:

1 DICOM Server Local AE title: (Remote AE title on OpM3)
1 DICOM Server AE host IP:

1 DICOM Server Local port:
9 DICOM Institution Name:

1 DICOM Server Remote AE title: (Local AE title on OpM3)

4.10 Connecting an external screen

The Display Unit DW0QiSequipped with &/GA port and may be connected to an external screen using
this port. The screen resolution of the BAUn ¢  A>a120Q.coH N
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The Display Unit DUBQIiSequipped with a external output YGA port and a D\D port or HDMI port
depending on the DU5Qrndel). It may be connected to an external screen through one of these ports.
The screen resolution of the BWp € AX768m n H N

First, connect the external screen and then boot the Display Unit.

4.11 Connecting a wireless mouse

The display unit is equipped with USB ports and may be connected with a wireless mouse.
Mouse recommendation

1 The wireless mouse is not provided with the OpM3 kit.

1 The wireless mouse should use a generic HID drive. It has no specific driver.

1 The range of the wireless mouse is compatible with the distance between your working position
and the location of the USB connection.

1 The wireless mouse is compliant with your local policies and regulations.

1 Use of the wireless mouse should be done as per your hospital IT and/or security office to comply
with internal cybersecurity policy and requirements.

1 The mouse battery must be charged.

Mouse installation and use

1 The wireless emitter or dongle of your wireless mouse must be plugged on the USB port of the
display unit.
1 Use of the wireless mouse must consider prevention of patient area contamination

Mouse cleaning

f LG Aa NBO2YYSYRSR (2 ¥F2fft2¢ (GKS Y2dzaS Yl ydzFl O
I The mouse can not be sterilized.

Notice

I The USB port for the wireless mouse and the patient must not be touched simultaneously. For
this purpose, it is mandatory to use a wireless mouse and not a wired mouse.
1 Additional equipment is required to maintain the sterile field while using the wireless mouse.
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5 INSTRUMENT SETTINGS

Settings

< (&) 2= > DU auc evel

CNRY (G(KS a!Lb ao N@Duttcﬁ"nItodecésKtﬁ@péoMc&itbﬂ%E‘Hl&l@S menu.
Here you carselect the pressure scale range, the time sctide, pullback time scalesolors for Pa, Pd,
Pd/Pa, and dPR, adjust the DU audio level, adjust the OU audio level, adjust the screen brigvttass,
from FFR to TARunctionalities, hide or display the patient informatioenable or disablg@rospective
equalization enable or disable dPR functionaliget the averaging period for dPR, set firessure wire
delay. The user can also initiate an OW zero from this menu if required, as well as perform madisena
on the device.

After rebooting the Display Unit, the averaging period is automatically reset to 3 beats in FFR/dPR mode,
and to the last saved setting in TAVR maAlesettings are stored into nevolatile memory of the Display
Unit.

Settings

< 9150 3 by audio level

5.1 dPR Mode

This setting is only available if the software has FFR/dPR capabilities. Check your activation key in
Activation Management Menu to see what software features are available on your device.

5.1.1 dPR Disabled

When dPR mode is disabled, dBRot displayeds a value in the data window, and the functions window
losesitsa Rt wé¢ | YR aRtwé LlzZ ol O] 2LIA2yao
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John, Smith Az12345678

dPR value removed

dPR and dPR pullback
functions removed

A 1%} it

Settings Patient AD Zero Equalize.

5.1.2 dPR Enabled

When dPR mode is enabled, dPR is displaydide data window as normal and all previously described
MAINscreen functions appear.

John, Smith Az12345678

Pd/Pa

¥ 0.97

dPR value exists, dPR
and dPR pullback
functions exist

oo A %] it

Settings Patient AO Zero Equalize Pullback

5.2 TAVR Mode

This setting is only available if the software Ri@8/Rcapabilities. Check your activation key in Activation
Management Menu to see what software features are available on your device.

0, 150

< 6

FFR/TAVI -

Hide Pat. Info

Gradient

ARI

PR

Maintenance | OW Zero
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When TAVR is enabled, the signal labels, colors and averaging will change. These settings are independent
from the settings available when TAVR is disabléw average setting value is saved in woitatile
memory. The default value at the first initialization is 5.

5.3 Prospective Equalization

Settings

< 91503 by audio level

This setting is only available if the software has FFR/dPR capabilities. Check your activation key in
Activation Management Menu to see what software features are available on your device. This setting
only applies to FFR/dPR recordings.

Prospective Equalization can be enabled or disabled. By default, it is disabled. Whether prospective
equalization is selected or noté equaltation calculation takes place ovdrbeats

LT at NPALISOGADS 9thedzthd AbedtsibafideytiequaliZatiofbitdr ipreSsBd are
used to perform the equalizatiorTherefore, equalization seems instant to the operator as there is no

delay between the moment the operator presses on the equalization button and the moment the
equalization is done. However, the equalization button is only available once 4 beats havetaeled.

LT &t NPaLISOGAGS aHpnthets bdatmfienti Wutton is fresSeyf ard Usedl B perform
the equalization.Therefore, equalization does not seem instant to the operator as there is a delay
between the moment the operator presses on the equalization button and the moment the equalization
is done.

5.4 Hide Patient Info

When Hide Patient mode is disabled, patient information is present on the MAIN screen.
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5.5

Settings

815082 bu audio level

OU audio level

%) Ht

Settings Patient AO Zero Equalize

Settings 18:56:50

& 0,150
0, 250
0, 200
0,150
0, 100
-50, 300

-100, 200
P

0, 50

Enable dPF:-

Maintenance

9 Press the pressure scale button to access the pressure scale adjustments

9 Select the scale between 0 to 250, 0 to 200, 0 to 150, 0 to-50Gp 300, o100 to 20Q or O
to 50when the dropdown menu appears
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5.6 Time Scale

Settings

Pressure scale

Averaging Period

<

Maintenance | OW Zero

1 Press the time scale button to access the time scale adjustments

1 Select the time scale betweerns36s, 15s, or 30seconds by screen viemhen the dropdown
menu appears

5.7 Pullback Time Scale

The pull back time scale allows to view the whole dPR pullback curve in the same view.

Settings 13:08:49

< 910 3 pyaudiolevel

< ¢ > .

Pullback Time scale <

Brightness | —

ire delay (ms)

Maintenance OW Zero

1 Press théPullback timescale button to access the time scale adjustments

1 Select the time scale betweed0, 45, 60 or 75 seconds by screen vielen the dropdown
menu appears.
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5.8 Color Selection

13:08:56

Setting

Pressure scale 0, 150
Time scale

Pullba

-ssure wire delay (ms)

9 Press the colored square underneath the pressure curve/calculation you wish to change

9 Select a color from the color pallet that appears. Ensure each pressure curve/calculation is
your desired color. To avoid confusion, it is advised that each pressure curve/calculation is

unique from the others.
5.9 Audio and Brightness level
Settings

Pressure scale <

Time scale

Brightness

Maintenance | OW Zero

Select which option you wish to adjust (DU audio, OU audio, or DU screen brightness) and drag the scale
left or right until you are satisfied with the adjustment.
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5.10 Averaging period

13:09:02
125-02-21

1 Press the averaging period button to access the averaging period adjustments

1 When the dropdown menu appeagelect the number opulse beat®ver which to average aortic
and distal pressures, betweend 5 beatsfor FFR/dPR and between 1 to 10 for RAV

1 Edition of this setting is reflected on the top of the MAIN SCREEN and the averaging used for a
recording is displayed on the top of the VIEW SCREEN.

S soroin
John, Smith Az12345678 1

Pd/Pa
050

NOTEThisdoes not apply to dP&nd dPR pullbadlecordings

CAUTIONS:

An insensitive or overly sensitive averaging of pressure may result in an incorrect FFR/dPR/Grac
value.

i Choosing a high number of heartbeats will make the pressure averaging slower an
sensitive to artefacts but may also result in overly insensitive averaging which is notic
when there is a short hyperaemic plateau.

I Choosing a low number of heartbeats makes the pressure averaging faster and
sensitiveto pressure changes, desirable using a short hyperaemic plateau, but it ma
result in an averaging overly sensitive to arrhythmia and pressure disturbances.
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5.11 Pressure Wir®elay

Settings

<
<

In some cases, lag betwe@nessure guidewir@nd aortic pressurecan be experienced due to the two
pressure curves coming from two different sourc€athlabHemodynamic Systefaortic transducer vs
OpSenguidewirg. This lag can be corrected using fhressure wireDelay button.
1. t NBaa GKS apeé FNNRBg 2y0S (G2 AYyONBlIasS GdKS gANS
2. LT RStre gla | OOARSydGlrffe aSi (22 KAIKI LINBaa
3. Repeat the process of increasing/decreasing delay by 8 ms until both curves are perfectly in sync.
4

The Pressure wire delay can be adjusted automatically by pressing the Auto batitmbutton
appears when clicking on the delay number betwéenahidd Bagrows

> DU aud

6 >

ou
Pullback Time scale < 75

5. ¢KS | R2dzadGYSyid OFly 0S FTAYItAaSR o0& LINBaairy3a (K
5.12 Input/Output Calibration with Cathlab Hemodynamic Systemand
Time/DatéLanguagédjustments via the Maintenance Menu
5.12.1 Accessing thinput/OutputCalibrationMenu

1. From the Settings screen, press the Maintenance button. This will take you to the Maintenance
menu.
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Maintenance I OW Zero

2. 99Y SN G§4KS YIAYydSylyOS

default values.

3. Press Input/Output Calibration button

' Maintenance

software Update

Dump DU Log

4.

Input / Output Calibration

Aortic Transducer

~ Input
Transducer s >

AO Zero
-1

- 1.000 ar
Qutput

Normal

A
~
= 1.000 +

Refer to Sectionl7, 18, 19 and20for stepby-step calibration procedures.

13:09:16

Factory Settings

Dump OU Log

13:09:23
7 -

Distal Qut

- 1.000 -+

LBL2019-42-v2 OptoMonitor 3 IFURev2025-08

I 00Saa

02 RS

| yE&RI3feINS a &

56| Page

0 K



5.12.2 Adjusting Time, Date and Language

2 Maintenance

Dump DU Log

Time, Date and Language screen will be shown.

Time, Date and Language 208

13 : 09 : 28 2025 - 02 - 21

English Intl. -

Adjustments are detailed in secti@?2.
5.13 ActivationKey

The OpM3 requires aactivation keyto unlockii K S & 2 Tudicohahili®sMéthout the activation key,

the main windowoffering pressure readings and recording capabiliGe? y Qi 0 S It willhbthd | 6 f S
possible to exit the settings page as thed I O1 ¢ wib bigia@egoutt 2 | OGAGFGS (GKS a:
functionalities an activation key is needed. It cha found on the activation card€ach activation key is
unique to one Displaynit.

5.13.1 Activation card

The activation key can be found on the activation card. The activation key is on-aeffpgettion. It is
recommended to stick it on the back of the Displawit.

Each activation key is unique to one Disglayt.

If new software functionalities are needed, an activation card can be ordered frdBan®pSee section
ORDERING INFORMATION
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5.13.2 ActivationManagemenimenu

Atthe first start-up of the Display Unit, a pemp window will suggest entering the activation key.

Activation key missing

Please enter the key located on the activation card
to unlock full device functionality.

Activate Close

To enterthe activation keyhit dactivatg ®@ ¢ Kopea thesAktivdtion Management menu.

Maintenance

Software Update Factory Settings

Dump DU Log

The Activation Management mernan also beccessedt any timefrom the settinggpage:

1. Hit the maintenance button

2. Enter the maintenance access code

3. PNBaa GKS 3INBSYy K (G2 O2yiGAydzsSo
4. Hit Activation Management.

Activation Management

Activate
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5.13.3 Activating the softwee

From the Activation Managememtindow, enter the activation key found on the activation cafdhen,
hit Activate. Thesoftware capabilities after activationill be displayed next to descripticand the main
window is now availableThe following table explains the differesbftware features availableafter
activation

Current Key Dscription Softwarefeatures
There is currently no activation keéjhe mainscreenoffering pressure
No Key readings and recording is not availalleis not possibled exitthe
settingsscreen The maintenance screen is available.
FFR/dPR Software is limited to use with FFR/dPR capabilities.
Software can be used wittoth FFR/dPRand TAVR capabilitie#scluding

FFRIAPR* TABR | the display ofARi/TIARindices

5.13.4 Editor removethe activation key

It is not necessary to remove the current activation key before entering a hew one. The new one will
replace the old one.

It is possible to remove aexistingactivation key by hitting the remove button. A confirmation pap
will appear:

Are you sure you want to remove the current
activation key?

Yes ‘ Cancel

L¥ a&Saé¢ o dzi wik tiffen hodongelNaB podshiBexit xhe settings window until a new
activation key is entered.

6 PATIENT CASE MANAGEMENT

6.1 Opening a New Case
6.1.1 Opening a New Case Without DICOM

It is requiredthat patient IDbe set upBEF®Eeach case. Until the user manually inptits information
the system does not consider a case to be open, and saves any recordingastiade? t Ité(dk Sty2 2 LISy
a case:

1 Navigate to the patient information screen, via the MAIN screen.

' Enterinformation for all reuiredfields CA St R4 Ydza G y2G Ay Of dzRS F2f f
| ?*
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Patient Information 13:12:1

Last Name First Name Performing Physician
John Smith Dr.
Middle Name Patient ID* Gender  Study Description

N Az12345678 >

Date of Birth Procedure Date . ~
Accession Number

1961 -06 - 21 2025-02 - 20

NOTE:Ensure that all information entered is correct in all relevant fields before moving onto next step.
Otherwise, the section with special characters will change of color notifying that changes are needed.

Once a recording is made using a specified patient ID, patient ID cannot be changed.

T 9EAG GKS aONBSy 6AGK GKS o6l 01 odziGzy G2 &t @g§
this patient ID.
Return to the MAIN screen. Selecting any of the measurement funciiR&, dPR, dPR pullbaChVR
record) will begin a recording that will save under thét § A IS jAfor@ation.

op S : Smith, John 123456 : Case open for Patient:

300 “Smith, John”, Patient ID:
123456.

Note that patient name
and ID appears in the
information window, and
all recordings saved under
this case “123456” appears

in recordings selection box.

You can uploadinyrecordngsvia USB expor{see Archiving and Deleting Ddtax more informatior).

6.1.2 Opening a New Case from DICOM List

If DICOM betweer®OptoMonitor 3and Cathlabis successfully connected, the user can upload patient
information from a DICOM list.

1 Navigateto the patient information scree, via the MAINscreen
1 PNBaa GKS 5L/ ha [AaGé odzitGz2y o
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Patient Information

Last Name First Name

Middle Name Patient ID*

Date of Birth

Gender

Procedure Date
2023-03-10

10:26:11

Performing Physician

Study Description
>

Accession Number

Chear info I
L

oicoM list |

1 Locate the desired patient in the DICOM [Ebelist of patientdata can be scrolled through
by usinghe touch interfacgo swipe up/down the list

 Tapi KS RS&AANBR LI GASYyl
at the bottom row of the screen.

: DICOM List
1234 17P17 Cind, [rienne France
123459, P09 FPatient. 9
123458 P08 . fh
123457P07 Patient, 7
123456 P06 Patient, 6
123455 P05 FPatient, 5
173454 P04 Patient, Four
123453P03 Patient, 3
123452P02 W, ke

1234519 P21 Dot . John

1234519P20 Do, Jobn

Saved on 2023-04-13 09:44:38

mber W [Date of Birth

1971-08-17
86881610 1979-11-09
000030 1981-05-25
00000125 1975-10-17
00000128 1939-07-29
00000127 1991-02-25
0000026 1975-03-29
00000125 1989-01-27
T2679480 1979-02-03
17089198 1953-06-13

17089158

1953-06-13

RIFGF

F Y R

LINE a a

1 The screen will switch to the patient information screen. All patient information fields will
auto-fill. Confirm that all relevant fields are expected and accurate. Ifgaswith the back
button. Thidfills the patient information screen with information from the selecatientvia

DICOM.

Return to the MAIN screen. Selecting any of the measurement functiefFiR, dPR, dPR pullbatRVR

recordg Aftf 0S3AAY |

NEO2NRAY 3

i KI G

gAtt

alk @S dzy RSNJ (K

a recording for this case, the file will appear in local fi¥su can upload any recordings via USB export

or DICOM.

WARNING:

Valid patient IDMUSTbe inputted into patient information in order to progress throuc
patient case management process. If a valid patient ID is not given, the case will na@rap«

Fyed NBO2NRAYy3A

gAft 0S5

al SR dzy RSNJ G KS
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6.1.3 Refreshing the DICOM list
At the top of the DICOM list is displayed the last saving date/time. This information is updated:

T when the Refresh button is selected.
1 when the DU is rebooted and the DICOM is connected

If the DU is rebootedbut the DICOM is disconnected, a pop window is displayed to inform the user
that the DU failed to retrieve the DICOM list.

However, if the DU was connected and then disconnected without rebooting the DU, then the latest
retrieved DICOM list is displayed, without a pemdow to inform the user.

6.2 Ending an Open Case/ Starting a Second Case
Toend an opercase:
Option 1:

T Navigate to the patient information screetia the MAINscreen.

Tt NBaa (KS &b ,Svaichisltha st butbodzt the bpttorof the screen. This ends
the previouscase andillows the user to begin inputting new patient information.

14:30:05

s Patient Information

Last Name First Name Performing Physician
Holly Davis Dr.

Middle Name Patient ID* Gender  Study Description

N. As12345678 = <F

Date of Birth Procedure Date Accession Number
1961-03-10 2023-03-16

9 the steps outlined above (6.1) to begin a new case.
Option 2:
12KSY @ASoAYy3I GKS LI GASYyTaQINKEB@2 NKRSY #d t RASIKS |
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/ PERFORMINGPROCEDURE

Cut off values for both index

Fractional Flow Reserve (FFR), hyperemic index 0.8¢

Diastolic Pressure Ratio (dPR), fmyperemic resting gradient index 0.893%

Summary of dPR Validation Study

The correlation between dPR and tfkdocumented irOpSendest report RER2011-14. The accuracy,
sensitivity,and specificity of dPR compared to iE$ed as a reference standard was assessed using 254
valid tracings from the VERIFP¥sfudy combined with 608 valid tracings from the CONTR#8dy.

OpSendas shown that the accuracgpecificity,and sensitivity of dPR compared to iFR as a reference
standard, with a cutoff value of 0.89 and using both CONTRAST and VERIFY 2 studies,%r©957%,
98.1%at 95%CI], 95.9% [93.6%, 97.8nat 95%CI] and 98.26[96.6%, 99.3%at 95%Cl] respectively.

The coefficient of correlation and the AUROC (area under the Receiver Operator characteristics curve) are
both above 0.99, indicative of a very high correlation between dPR and iFR.

I Levine et al. 2011 ACF/AHA/SCAI PCI guideline for Percutaneous Coronary Intervention; Journal American College

of Cardiology 2011, 58:4422

2Davies JE, Sen S, Dehihil et al.Use of the instantaneous wasfeee ratio or fractional flow reserve in PCI. N Engl

J Med2017;376:182434

3 Gotberg M, Christiansen EH, Gudmundsdottir 1J, et al. Instantaneousfreavetio versus fractional flow reserve

to guidePCI. N Engl J Med 2017;376:1883

4 An iFR cupoint of 0.89 matches best with an FFR ischemiepaint of 0.80 with a specificity of 87.8% and

sensitivity 0f73.0%. (From ADVISE Il and iFR Operator's Manudl151523)

S+ yQi + S INB Cal Qard®li2017f 70 (25):30E8

) SyyAdry .o SiG Ffdx a¢KS +9wlLC, W {GdzR& 6! /2YLI N GA@BS

2 JSCNBS wlilA2 YR CNYXOGA2Yylt Cft2¢ wSASNBS Ay |y !yasSt

Cardiovasc Inten2016 Nov;9(11)

TbAfa to W2Kyazy SiG todx a/2yiAydzdzy 2F £ a2RAEF G§2NI { GNJ
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dPR vs iFR Statistical performance (CONTRAST+VERIFY 2 (Rest 1) studies)

dPR vs iFR diagnostic values (all using 0.89 cutoff)
Confidenceat 95 %
Accuracy 97.1% (837/862) [95.7%, 98.1%]
Specificity 95.9% (418/436) [93.6%, 97.5%]
Sensitivity 98.4% (419/426) [96.6%, 99.3%]
Other statistics
Mutual differences 0.0006+ 0106 std
Coefficient of correlation (B 0.992
AUROC 0.9992

The diagnostic performance of dPR (offt=0.89) vs FFR (coff =0.80) compared to iFR (caoff =0.89)

vs FFR (cdff =0.80) was also assessedlpSensest report RER2011-07. It was demonstrated that the
diagnostic performance of dPR vs FFR is not statistically different from the diagnostic performance of iFR
vs FFR, with 9% confidence interval significantly overlapping.

The OptoMonitor 3 is intended to be used wilpSen® LINS & & dzZNB I dzA RS 4 )
OpSen® LINB & a dzNB 3 dzaRifade\inilo difededt/imodela | NB
9 Pressure devices WITH Gauge Factor Connector (device label indication).

1 Pressuraedevices WITHOUSauge Factor Connectddevice label indication).

NOTE:

I Sensor calibration information of r@ssure guidewire WITHOUT Gauge Factor
Connectoiis contained within the guidewire cable and does not need a Gauge F.
Connector.

9 Sensor calibration information of pressure guidewiw#THGauge Factor Connectc
is contained within Gauge Factor Connector.

7.1 Starting the System

Before using theOptoMonitor 3 and OpSenspressure guidewire read the Instructions for Use
accompanying the product.

NOTEA warm up period (approximately 20 minutes) befangrocedure is recommended.

1. Press thePOWERswitch, located on the underside of the unit, towards the right side of the

device.
2. A single medium tone will sound from the DU, and @@Sendogo will appear.
3. Wait until the MAIN menu is displayed and fully loadeggroxmately 10 seconds).
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7.2  VerifyingOptimal Aortic Pressure Waveform and ensuAin@ero
7.2.1 Using Aortic Input fror@athlab Hemodynamic System

1. Perform aortic input calibration of th€athlab Hemodynamic Systdria steps outlined in section
8.3.2.

2. As per standard procedure, open aortic pressure transducer line to air by properly positioning
stopcock valve and ensure hemodynamic system aortic pressut&qHa properly zeroed.

3. The guiding catheter should be frequently flushed with normal saline to ensure an optimal aortic
pressure waveform (without oscillation or damping) is obtained.

4. Ensure theaortic signatisplayed on Display Unit (DU) is equal to zerdoé®re continuing.

If Ao has been zeroed successfully, continue to secffoB Connect the FOIC Connector to the
OptoMonitor 3Handle Unit

7.2.2 Using Aortic Input from the Aortic Transdutése with BR2 compatible transducer)

1. Perform aortic input calibration of the aortic transducer (via steps outlined in se8tid).

2. As per standard procedure, open aortic pressure transducer line to air by properly positioning
stopcock valve and ensuteansduceraortic pressureAo/Pa) is properly zeroed.

3. The guiding catheter should be frequently flushed with normal saline to ensure an optimal aortic
pressure waveform (without oscillation or damping) is obtained.

4. Ensure theAo/Pa displayed on Display Unit (DU) is equal to zero (0) before contituaugtic
valuedisplayed on DU is not equal to Zero, press the Zero button to pedorwzero adjustment.

0 Press théAoZero button on the MAIN screen.

o A warning message will appear, warning the user to ensure transducer zero has been
performed.

o t NBaa GKS a,9{¢ odzidz2y AT (GKS GNIyaRdzOSNJI I
channel.

o t NBaa GKS dabh¢ odzid2y AF GKS GNI yaRdzOSNJI
pressure channel.

o0 Proceed with transducer aortic channel zero and check the DU for zeroing again. Repeat
from the Ao Zero button stepf still not zeroed.

N

Y.

5. Aol SN KIFa 0SSy O2YLX SGSR ¢KSy GKS YSaal3sS a! 2N
window, display show in the top lefthand cornetr Yy R G KS t I 2y (GKS 5AaLXl
Once performed successfully, proceed to stepConnect the FOIC Connector to tBptoMonitor
3 Handle Unit

If the Ao%2SNB T I Af S RAortidizZ&rS failédd & 3143 SiEK 2 ¢ Y ® AaisSoNdn Todair, @lIK | G G K
connections properly established and press theZero button again. In the case whef® has been
I SNESR 2y0Ss YR I TSNP Ol t{dS2NIAADI2ZEBR FY A BRIV G

NOTEThe BP22 compatible transducer is not supplied with thpNIB system.
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7.3 Connect the FOIC Connector to thptoMonitor 3Handle Unit

Leave the pressure wire in the tray

Place the tray/hoop flat on the table

Connect the FOIC connector (green connector) into the Handle Unit

For pressure guidewire device model WITHOUT Gauge Factor Connector, proceed to7séction
Zeroingpressure guidewirdo Atmosphere

5. For Pressure Guidewire device moWdITHGauge Factor Connector, insert the matching Gauge
Factor Connector into the Handle Unit narrow opening beside the LED indicator. Orientation is

PwbdPE

not important. = A Gauge Factor Connector (GFC)

(WARNINGS: \

I Use only the corresponding pressure guidewieuge Factor Connectoand cable
supplied in the same tray.

1 The use of mismatched Gauge Factor Connector and cable with pressure guidewi
affect the measurement accuracy.

NG J

NOTETheguidewiresare not supplied with the PM3 System.

7.4 Zeroingpressure guidewireo Atmosphere
7.4.1 Automatic Zero
Zero must be completed before inserting the pressure guidewire into the patient.

1. The OptoMonitor 3 system will attempt to perform an auto zero once all components and
connections are in place.

2. ¢KS YSOABRBE &y 4ANPEANSEANK 2y (KS agr@rdlXED théhingg A Y R2 6
for a few seconds on the Handle Unit.

Thel2oW iconat the upper left corner of the MINscreen confirms a successfukssure guidewirgero.
The third LED indicator on the top row of the Optical Unit will also flash green to indicate successful
zeroing.

3. Flushthe pressure wirevigorously with standard saline solutions, remove from the tray. The
pressure guidewire is ready to be used.

7.4.2 Manual Zero
In some rare cases, tlgidewiremay need to be zeroed manually by the user

1. Ensure thgressure guidewireemains flat on the table, still in the tray and exposed to atmosphere
2. Access the SETTINGS menu.
3.t NBaa (GKS ah2 %SNRE¢ 0 dziofiing streén2 OF G SR f2y3 (KS 02
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Maintenance OW Zero

4. The system will begin zeroing. YS&a &l 3S & %S Niappesiin thiNiSSagB certeX ik ¢
the MAINscreen.

5. Thel2oW jcon at the upperright corner of the MAINscreen confirms a successful zefde third
LED indicator on the top row of the Optical Unit will adsay steadygreen to indicate successful
zeroing.

6. Flushpressure guidewirgigorously with standard saline solutions, remaviee from the tray. The
OpSengpressure guidewire is ready to be used.

WARNING:

The OptoMonitor 3 will not zero (either automatically or manually) should the press
readingvary, for example detecting pulsatile blood pressure inside a patient.

7.5 Equalization
7.5.1 FFR/dPR procedure equalization

Pressure equalization isecessary to enable FFR, dPR and Pullback recording functionalities and is
performedn two successive steps:

1 Step 1: Pa/Pd equalization
1 Step 2: dPR factor equalization.

Step 1 takes up to 4 beats to complete while step 2 requires a minimum of 4 beats.

Once Step 1 and 2 are completed, the calculated correction factor is applied to the signal thus gradually
changing the averaged values displayed over the next few beats (number of beats depends on averaging
period).

1. Close the stopcock, remove the guidewire introducer, close the Y connector valve and flush the

catheter with saline.

Verify Pd is equal to Pa.

3. Pressthe EQUALIZATION buttobeginequaliation of thePd (pressure guidewire) and Pa (aortic)
readings¢ KS YS&aal3aS gAyR2¢ oAttt akKz2¢g GKS a9ljdzr €t AT {
0KS YS&aarasS gatt dzZRFGS G2 a9ljda tATFdA2Y ad
2UKSNBAAS AlG oAttt &AK2g &9l dztotbdrbpeaied.2 y Tl Af SRé

4. When equalization is completeme icon appears on the top left corner of tlsereen, and
the fourth LED indicator on the top row of the Optical Unit will &y steadygreen to indicate
successful equalization.

5. Verifyvisually thatpressure guidewire (Pd) reading is equal to aortic (Pa) realdlimgt, re-perform
equalization.

N
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NOTESee sectiogll.5for troubleshooting.

Pa and Pd curves delay adjustment during Equalization

I vYSaal3sS atfSrasS ' Radzad tl tR 5SfFreé Aa LINRYLIGST
Follow sectiorb.11for instructions on adjusting Pd delay.

7.5.2 TAVR procedure equalization

The TAVR procedure equalizatiaguires multiple beats to get don&heequalizationattemptsto use
the previous last 3 beat§ystolic and diastolic values will match after successful equalizditimnartifact
is present in the signal such as overdamping and underdamping.

Once completed, the calculated correction factor is applied to the signal thus gradually changing the
values displayed.

1. Ensure a catheter is positioned in the ventricle. Use catheter size and type that are appropriate for
pressure measurement.
2. Atfter flushing theSavvyWirgrefer to SavvyWirdFU), connecits insertion tube with hemostasis
valve to the catheter.
3. Verify that the aortic transducer is zeroed and level with the heart. Connect it tmjibetion port
of the hemostasis valve.
Hush the transducer line and catheter with saline. Ensure there is no air bubble
Verifyboth signals. They should be devoid of artifacts and measure at the same location
Ensure the hemostasis valve containing the sensor oStnesryWiras level with the heart.
Press the EQUALIZATION button
¢KS YSaal3dS gAyR2¢6 oAff &aK2g GKS a9ljdz tATFOARZY
YSaal3asS ogAff dzLRIF GS G2 a9ljda tAT A2y &dz00Saa¥d
20KSNBAAS Al oAttt aK2g a9l dztobérépeaied.2y Fl Af SREZT |
9. When equalization is completed, t icon appears on the top left corner of the screen, and
the fourth LED indicator on the top row of the Optical Unit will also stay steady green to indicate
successful equalization.
10. Boththe amplitude and the offset of the pressure guidewire should match with the Ao sijmial.
can be verified with the systolic and diastolic values.

© N Ok

NOTESee section&l.5for troubleshooting.

Wire delay adjustment during Equalization

A messageo adjust wire delayis prompted if there is a delay between ti#® and LV curves. Follow
section5.11for instructions on adjusting delay.

7.6  Performingan FFR Procedure
Advance OptoWir@ressure sensor distal to the stenosis per recognized FFR procedures.
7.6.1 Inducing Maximum Hyperemia

Use yourCathlabpractice to induce maximum hyperemia.
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7.6.2 Recording Pressucd~FR

1. Make sure the interface is set to FFR and not TAVR. This can be changed in the settings menu or
upon connection of a®WptoWire

2. From the MAIN screeny@ss the FFR button on the Display Unit Screen to start recording pressure.
This button is availableZzkrosand equalization have been performed previoy3lgeOptoMonitor
3 can record sequences over a total recording period lnburs).

Settings Patient Pullback

3. The minimumPd/Patracking automatically starts when the FFR button is pressed. NOE:
minimum Pd/Pa value may not be the minimum FFR value due to artifacts. When finished recording,
ensure to place the cursor on thminimum FFR value in playback de by pressing the Pd/Pa
button.

Current Pd/Pa

Minimum Pd/Pa

0
00:00:05

Stop FFR

4. During recording, tap the graphic area twice to create a marker (solid white line).

5. t NBaa (KS a{i2L) cCwé¢ odzidzy (2 SYR (KSseddE50O2N
section7.8.1for a more detailed explanation of FFR playhack

6. To make another recordinfrom the playback screepress the live button and restart the process
from the beginning o¥.6.2

7.7 Performing a dPR Procedure
Advance OptoWir@ressure sensor distal to the stenosis per recognized FFR procedures.
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7.7.1 dPR Calculation

1. Make sure the interface is set to FFR and is not TAVR. This can be changed in the settings menu or
upon connection of a®WptoWire

2. CNRPY (KS a!Lb &aONBSy:s LINBaa (KShigbRttomisavailadad G 2y G 2
if zersand equalization have been performed previously.

- A @

Settings Patient AD Tero Equalize

3. You can track the progress of the dPR recording by a progress bar located in the bottom portion of
the information bar. NOTE: Progress bar will change color according to your settings.

4. TheOptoMonitor 3will automatically switch to playback mode when the recording is complete.
See section.8.2for more detailson dPR playback screen

5. To make another recording, press the live butfoom the playback screeand restart the process
from the beginning o7.7.1

7.7.2 Performing a dPR Pullback

1. CNRY (KS a!Lb aONBSy:> LinmBniigte aldRRSpullbaek recordindizist o I O ¢
button is available if zesand equalization have been performed previously.

- A %) i1

Settings Patient AD Zero Equalize

2. The OptoMonitor 3requires approknatively 2 secondsafter pressing the dPR pullback button
before pullback recording is ready. Wait until the live dPR curve (dgfargte) begins tracing at a
Gl tdz2S +020S ané o0STF2NB LISNF 2 NN¥YAY JourieriKR tadtief £ 6 O
will be displayed in the bottom of theéatawindow.

Stop Pullback

3. Duringthe recording, tap the graphic area twice to create a marker (solid white line).
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4, t NBada (GKS a{id2L) tdAfolO1¢ odzitz2y G2 SyR.GKS NB
See sectior?.8.3for more details of dPR pullback playback.

5. To make another recording, press the live butfoom the playback screeand restart the process
from the beginning o7.7.

7.8 Viewing FFR, dPR, and Pullback in Playback Mode
7.8.1 Viewing FFR in Playback Mode

< 2025-02-21T13:03:26 FFR (0.98)

Close Case:

Archive

lete
Record

1. Upon completion of an FFR recording, the screen will switch to playback mode where the user
can seall the recorded dataf the current patient If you wish to access playback mode without
LISNF2NXYAY3 I NBO2NRAYy3IAZ LINBaa GKS a+ASgé odzi a2

2. All locally stored recording®r the currentpatient will appear in therecording selection boxf

no case is open, all nezase recordings will appear the selection boxTheuser can useheir

finger to scroll up/down to view all locally storeecordings andtan tap a desired recording to

load it into the graphical windownd data window.

F-R is calculated as mean Pd/mean Pa at the point of maximum hyperemia.

4. The minimum FFR value calculated over the length of the recording is displayed datthe
GAYR26 dzy RSNJ Gt Rk Mihirdum ¢-FRSSFdisdzinaikedeb$ & yelow lin@ in the
graphical windowLive values of FFR are defined by the right axis of the graph.

5. The user can use their finger to scroll thearker left/right to view specific sections of the
recordingand identify regions of interest. Pa, Pd, and FFR will update in the data window as the
marker moves.

6. The FFR button localizes the minimum FFR value within the entire recorded data and updates Pa,
Pd, and FFR values in the data window.

w
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7. ThedzZAaSNJ OFly FLILX @& GKS WL GASYydQ FyR wasS3avySydaQ
recordings to a USB driyer through DICOM expQrt

NOTEWhen saving FFR recording to an USB key or via DICOM, ensure to place the FFR Cursor to the
correct FFR value on the DU in the Playback mode so that the OptoViewer will open the FFR recording
with the correct FFR Cursor position.

8. t NBaaAy3 GKS atflreé¢ odzid2y gAtft OFdAaS GKS NBO2
time =0 secondsDuring this replay, the live value of FFR is displayed in the bottom of the
information window.t N6&da GKS a{d2L¥ odzid2y Fd Fye GAYS R
to the playback screen.

9. TheArchivebutton enables the viewing of all previous recordings. Accessing this menu will close
an ongoing current case hence it should be accessed only whegcalldingsare completed

10.t NBaaAay3a (GKS a[A@SE odzildz2zy aSyRa (KS aONBSy ol
resume,and another recording can be initiated.

7.8.2 Viewing dPR in Playback Mode
m 13:03:54

. Recordings
00:00:04 Average dPR

’ < 2025-02-21T13:03:46 dPR (1.00)

A aomcne | Dolts

Patient Archive e

1. Upon completion of a dPR recording, the screen will automatically switch to playback mode
where the user can sedlthe recorded dataf the current patient If you wish to access playback
Y2RS ¢gAGK2dzi LISNF2NX¥YAYy3I I NBO2NRAYy3IZ LINBaa GKS
2. All locally stored recordings fdine currentpatient will appear in theecording selection boXf
no case is open, all nezase recordings will appear the selection boxThe user can use their
finger to scroll up/down to view all locally stored recordings and can tap a desired recording to
load it into the graphical window and data window.
3. dPR is calculatedsingOpSenwn algorithmduring the diastolic period of the pressure wave
(heart at rest).
4. 4 beats are used to calculate the single dPR measurearahis displayed in the bottom of the
datawindow (defaultpurple).
5. ¢KS dzASNJ OFy ILlLXe GKS WLI GASyidiQ FyR wasSaySyida
recordings to a USB driger through DICOM export
6. t NBaaAy3a GKS atftlreée¢ odzidz2y oAttt Ol dza S
tme=n &4802yRAa® t NBaa (KS 64{G2L¥ oddicizy
the playback screen.

G§KS NBO2
LG Fyeé
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7.

7.8.3

10.
11.

(p))
QX
O
P
&
(p))
<,
(@]

t NSaairAy3a GKS a[A@Se odzitz2y aSyRa (K
resume,and another recording can be initiated.

Viewing dPR Pullback in Playback Mode

John, Smit| 21234567
AL]
dPR scale oy

1.05

Pd/Pa button
090 - Pd/Pa

0.85 -

0.80

dPR button ;
Minimum dPR el

< 2025-02-21713:04:40 dPR Pullback 1 e 0

A

Patient Archive

Upon completion of a dPR Pullback recording, the screen will automatically switch to playback

mode where the user can sed the recorded dateof the current patient If you wish to access

LX @0k O]l Y2RS gAGK2dzi LISNF2NXAYy3 | NBEO2NRAy3IA:
All locally stored recordings folne currentpatient will appear in theecording selection boXf

no case is open, all nezase recordings will appear the selection boxThe user can use their

finger to scroll up/down to view all locally stored recordings and can tap a desired recording to

load it into the graphical window and data window.

A dPR Pullback records a live calculation ofwlRRR the physician pulls the sensor wire across a

lesion or area of interest.

The minimum (nofzero) dPR value calculated over the length of the recording is displayed in the
RFGF 6AYR26 dzy RSNJ GRt wé ORSTFIFdzf G LJzNLI SO D aAyA
graphical window. Thive dPR value is defined by the right axis of the graph.

The user can use their finger to scroll thearker left/right to view specific sections of the
recordingand identify regions of interest. dPR values in the data window will update as the

marker moves.

The dPR button localizes the minimum dPR value within the entire recorded data and updates the

dPR value in the data window.

¢KS dzaSNJ OFly Ll eée GKS WL dASYydQ FyR wasS3avySyiaa
recordings to a USB driyer through DICOM expoyt

t NBaaAy3a GKS atflreé¢ odzidz2y oAttt Ol dzAS GKS NBO2
time =0 seconds. During this replay, the live value of dPR is displayed in the bottom of the
informationwindowd® t NBaa (KS a{G2L¥ odzidz2y 4G Ftyeé GAYS
to the playback screen.

t NSGaaArAy3a GKS a[A@S¢é odzitz2y aSyRa GKS &AONBSy ol
resume,and another recording can be initiated.

t NBaa (GKS atRktlé odzitd2y G2 OASWMAHYIKS t Rkt | LIdz
Pressing the dPR scale will override automstadingand scroll through different scale selections.
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7.8.4 Viewing Pd/Pa Pullback in Playback Mode
@ 13:05:06

1.08

T1.00

Pd/Pa button

Minimum Pd/Pa oA Pd/Pa
e
0.99

0.85

0.80

dPR button

& 2025-02-21T13:04:40 dPR Pullback

A Close Case ==
Patient

Archive gean

In the playback screen for a dPR pullhgekss the Pd/Pa button to display the PdfRéibackrecordings.
The Pd/Pa pullback playback mode has all of the siametionalitiesas dPR pullback playback mode,
however Pa, Pd, and Pd/Pa are updated as the graph is manipulated while dPR is not shown.

To return to dPR pullback playback mode, simply press the dPR button.

7.9 Performing TAVR procedure

CAUTIONS

Hemodynamics parameters suals Aortic Regurgitation Index alone cannot provide basis
clinical decision and their interpretation is left to physicians. Values should be interprete
comparing preto postprocedural measurements, along with other information available s
as imaging modalities.

Formore information on the use of thARiand TIARirefer tosection7.10.

7.9.1 When to record

You can use the software to record and document at multiple tinneughoutthe procedure

7.9.2 Recording Pressucd AVR

1. Make sure the interface is set to TAVR and is not FFR. This can be changed in the settings menu or
upon connection of &avvyWirgressure guidewire

2. For accurate measurementgqualizethe pressure guiewire with the aortic transducer The
procedure is described in sectigrb.2

3. From the MAIN screen, press tiiecordbutton on the Display Unit Screen to start recording
pressure. (The OptoMonitor 3 can record sequences over a total recording period of 2 hours).

4. Therecording startsvhen the button is pressed.

NOTESome values may take some time to appear. This is due to the averaging of the values over the
selected number of beats'he pulse rate (obtained from the pressure data) is averaged over a fixed
number of beats and may take longer.
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5. During recording, tap the graphic area twice to create a marker (solid white Be&)re or during

recording,you can presthe values with th., to change thalisplayedvalues.

6. t NBaa (GKS a{d2L¥ odzid2y (2 SYyR (GKS NBO2NRAYy3IOD ¢
7.9.3for a more detailed explanation GiAVRplayback).

7. To make another recording, from the playback screen press the live buttoprasd the record
button.

7.9.3 ViewingTAVRn Playback Mode
() 58

Click here to
select indice 6

period

150

Selected beats

Click here to
select shown
values

Upon completion of & AVRecording, the screen will switch to playback mode where the user can see
all the recorded dataf the current patient If you wish to access playback mode without performing a
NEO2NRAY3IX LINB HramtlieA1BIN éctednS ¢ o dzi G2y

All locally stored recordings féine currentpatient will appear in theecording selection baXf no case

is open, all nofcase recordings will appear the selection boxThe user can use their finger to scroll
up/down to view all locally stored recordings and can tap a desired recording to load it into the graphical
window and data window.

The user can use their finger to scimdomto view specific sections of the recording and identify regions
of interest.

The user can press on the signal to select the beats used to calculate the values on the right.

t NBaaAy3a GKS atfle&é¢ odzitdz2y gAfft Ol dzAS GKS NBO2NRA
0 seconds. During this replay, the live value of FFR is displayed in the bottom of the information window.

t NBaa GKS a{02L¥ odzidz2y F+tdG Ftye GAYS Rdz2NAYy3I G§KS NB

Pressing the valuerarked with. changes the displayed values alongside the recording.

t NEBadaAz2y indideSISNA RS O dzii (i 2up widdavi, Wher2 wsiS gan View 3@ dvkraging
period and select the Indices Period.

NOTEWhen saving recording to an USB key or via DICOM through the Archive Menu, ensure to select
the desired beatsgradients,and measures on the DU in the Playback mode so that the right values are
shown.
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7.9.4 Select indices period

Select indices period

Avg. period:

Indices period: <

In TAVRthis represents the number of beats used to calculate gradiantsLVEB. This will change the
number of beats selected in playback. Tindse rate systolic,diastolic,and mean pressure are not

affected by this setting.

7.9.5 Select pressure wire delay

Select pressure wire delay
Wire delay (ms):

< 16 >
Reset Auto

1. ¢KS t NSaadaNSE ¢gANBE RStlFe& OlFly 06S | R2dzAadSR 0@ LIN
0KS a! dzi 2

w

I dzi2YFGAOFfft& 6S FR2dzZAGSR o6& LINBaaiy3
2. The Reset button allows you to return to the original delay value during recording.

7.9.6 Compare/View screen

< 2025-02-20T17:18:59 TAVI

< 2025-02-20T17:19:41 TAVI

In playback, when viewing a TAVR recording, the compare and view screens are available. The screen

highlights the differences between two recordings. In the table, the bl. can be pressed and
change the gradients shown. The save button records a screenshot of the current view which can be
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exported on an USB drive. When available, the DICOM export buttondadaeercapture which is sent
to the PACS.

The View screen shows the same information and capabilities, but the layout is different. The removal of
the file selector allows more space to display the signal and the save and DICOM Export buttons are
available.

Compare

< 2025-02-20T17:18:59 TAVI

( 2025-02-20T17:19:41 TAVI

+.
e %]
Save | DICOM Export

7.9.7 PlaybaclGradients and indicators

For TAVR recordings, the OptoMonitor 3 Display Unit can detect specific features in the signal which is
then used to calculate gradient§he physician can then validate if the detection was made correctly
before using the values.

1 LVEDP: The leftventricular end of diastolic position. The detected position is shown with a
vertical dotted line between Ao and LV.

1 GradientlnstantaneouM: This is the maximum pressudéferencefound betweenLV
and Ao when the valve is open. This is shown using a full vertical line at the maximum pressure
position and circles at the used pressures.

1 Gradient Peak to pea: This is the difference in pressure found betwdenand Ao
systolic values. The indicator is in the middle between the LV and Ao peak position and the
circles are located at the peak values

1 Gradient Mearm: This is the mean pressure difference found betwédtand Ao when
the valveis open.The indicator is highlighted area betweehVand Ao.
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Instantaneougyradient andLVEDRositions are shown

Peak to peak gradient anidVEDRositions are shown

Mean gradient and.VEDRositions are shown

7.10 Using ARi and TIARI indices

CAUTIONS

Hemodynamics parameters such as Aortic Regurgitation Index (ARi)calonet provide basis
for clinical decision and their interpretation is left to physician¥alues should be interprete:
by comparing preto postprocedural measurements, along with other information availal
such as imaging modalities.
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7.10.1 ARI Definition

ARI (Aortic Regurgitation index) is calculated as foflows

0'YQp ma

_ 0 £QQ0T 0 £006X@O 0
0 Wi 0& aQd

With Aortic Regurgitation, Ao Diastolic pressure decreases while LVEDP increases as blood flows
backwards into left ventricle. Also, AlRicreasess Aortic Regurgitation or Paravalvular |éatreases
ARi is thus useful to give an idea of regurgitation level to the physician.

The following figure provides an example of Ao and LV pressure curves with and without PVL (Paravalvular

leak).
mmH
A160 -:
120 ==
No PVL
(high ARI) L B
40 =
0 e
B mmHg
160 -
120 ==
Moderate PVL
(low ARI) 804+
40 -
0 =

From Sinning et &lAo and LV pressure curves with and without PVL (Paravalvular leak)

Recommendations for ARi Measurement from Sinning &t al.

1 Wait time: After valve implantatiorand corrective measuresvait for ARi to stabilize as heart
recovers and valve settles in plate prevent confounding by increased LVEDP and diastolic

dysfunction due to myocardial

ischemia after rapid pacing and-gitetion.

1 Heart rate All measurementshould beaveraged over at least 3 cardiac cycles with a heart rate
of 60 to 80 beats/min and without extrasystolic bedtxcreagd heart rate and shortened
duration of diastoldead to an increasediastolic pressure in the aorta, thereby leading to an
artificially increased ARTf the heart ratels <60 beats/min because of higlegree
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atrioventricular block, pacing with a heart rate of 60 beats/miay beperformed for the
assessment of the AR

7.10.2 AR ratio

For a better overview of the aortic regurgitation that may be induced by the procedure, it is

recommended to calculate the ARI ratio (ARi AR}pre), Which takes into account the pifBAVI/TAVR
hemodynamic staté

0 YIQb ¢ "Q-C—a' Y
0 YRWo ¥V

If the procedure has caused regurgitation, such as in the case of paravalvular leak due to incomplete
prosthesis expansion, it will be reflected through a low ARIi ratio value. Note that an ARIi ratio below 1.00
can be expected even in cases with no parayalvregurgitatiod. Refer to studies #3 and #8 in section
7.10.4for more information.

From Sinning et @lAo and LV pressure cuniesfore and after a TAVI/TAVR procedure induBivig (Paravalvular leak)

In the OptoMonitor Compare screen, choose a Pre and a Post recording with appropriate beat selection
for ARIi calculation and the ARi ratio will be displayed as "Reg. ratio".
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7.10.3 TIARI

TIARI (Timéntegrated Aortic Regurgitation Index) is obtained using the following equfation
O £0E MAQQDI @d @ADQQQI Q& ©Q

QOwi O o Wo Q¢ €

0O Oi 0®iaTm

[ Ol 0@@IQWwo Q¢ &
TIARI decreaseghen regurgitation increase€ompared to AR, it has the advantage of considering the
whole cardiac cycle instead of only specific points in time. By integrating the time in the calculation, the
index is less dependent on heart rate

“Y'00 'Y da

LV systolic area

Ao-LV diastolic area
difference

Aortic
pressure-
time curve

Left-
ventricular

pressure-
time curve

From Kapadia et &llllustration of the calculation of the TIARi Ao and LV pressure

Note on TIARi usable range

The range of TIARI is validated for display on the OptoMonitor 3 between 15 and 55. If the calculated
TIARI is out of this range, the use of TIARI is not recommended.

If the calculated TIARI value is below 15, the display will indicate <15. If the calculated TIARI value is above
55, the display will indicate >55.

7.10.4 References and interpretation from literature

It is important to note that in all cases, imaging modalities, such as aortography and echocardiography
(TTE/TEE), should be considered as the reference to evaluate regurgitation and make clinical decisions.
Pressurebased indicessuch asthe Aortic Regurgitation Index (ARip not directly provide clinical
diagnosis and are not meant to replace imaging assessnheterpretation of those hemodynamics
parameters is left to physicians.
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The following literaturgeferences may helpuide clinical interpretatiorof those indices:

ARIiDefinition and First Studies

1. Sinning et al., 2012, Aortic regurgitation index defines severity offesthetic regurgitation and predicts
outcome in patients after TAVI. JACC. Vol. 59 (13):-4134

2. VasaNicotera et al., 2012, Impact of Paravalvular Leakage on Outcome in Patients After Transcatheter Aortic
Valve Implantation. JACC: Cardiovascular interventions, vol.5, no-8$5858

3. Sinning et al., 2016, Pfrocedural Hemodynamic Status Improves the Discriminatory Value of the Aortic
Regurgitation Index in Patients Undergoing Transcatheter Aortic Valve Replacement. JACC. Cardiovascular
interventions vol. 9,7 (2016): 7a0L. Doi:10.106/j.jcin.2015.12.271

TIARI Definition and First Studies

4. Bugan et al., 2015, Novel Hemodynamic Index for Assessment of Aortic Regurgitation After TAVI, Catheter
Cardiovasc Inten2015 Sep;86(3):E171

5. Kumar et al., 2019, Tirategrated Aortic Regurgitation Index Helps Guide Balloon Post dilation During
Transcatheter Aortic Valve Replacement and Predicts Survival, J Am Heart Assoc. 2019;8:€012430

ARIi Further Studies

6. Stundl et al., 2016, Balloon pedilation and valven-valve implantation for the reduction of paravalvular
leakage with use of the selfexpanding CoreValve prosthesis, Eurolntervention 2016;1114140

7. Stundl et al., 2019, Early versus newer generation transcatheter heart valves for transcatheter aortic valve
implantation: Echocardiographic and hemodynamic evaluation of agpallers study cohort using the
dimensionless aortic regurgitation index (kRlex), PLoS ONE 14(5): e0217544.

8. Van Wely et al., 2020, Aortic Regurgitation Index Ratio Is a Strong Predict¥eaf Mortality After TAVI
Using SelExpanding Devices. Semin Thoracic Surg 389323

9. Matsushita et al., 2020, Predictive Impact of Paravalvular Leak Assessments on Clinical Outcomes Following
Transcatheter Aortic Valve Replacement, Am J Cardiol 2020;1358B31

10. Schoechlin et al., 2021 28ear outcomes after transcatheter aortic valve implantation: Focus on paravalvular
leakage assessed by echocardiography and hemodynamic parameters, Catheter Cardiovasc Inteqd 2022;1

11. Rooijakkers et al., 2023, Diastolic delta best predicts paravalvular regurgitation after transcatheter aortic valve
replacement as assessed by cardiac magnetic resonance: the APPOSE trial, European Heart Journal
Cardiovascular Imaging (2023) 0Q1Q.

12. Uebelacker et al., 2023, Value of RP{Rte-Procedural Aortic Regurgitation Ratio vs.-Precedural Aortic
Valve Calcium Score to Predict Moderate to Severe Paravalvular Leak RequiriDga®iost after
Transcatheter Aortic Valve Implantatioh,Clin. Med2023,12, 7735.

7.11 Playback functions

All forms of recording playback have the same four function buttons available: Patient, Segments, USB
Export, and DICOM Export. Each button works identical regardless of which form of playback mode the
system is in.

CKS Gt GASYGé YR 4{83vSytaé FdyOirzya I LLXE RANB
recording has been selected. If it has not, use your finger to scroll up/down through the recordings list in
the message window until you locate thesiteed recording, and tap it once to load the data
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7.11.1 Creating or Updating Patient Information

Patient Information Uzl

Last Name First Name Performing Physician

Middle Name Patient ID* Gender  Study Description
>

Date of Birth Procedure Date Accession Number

2023-03-10

1. From theMAINE ONB Sy > LINBada (&KSNBAAXNVNByhgS odzili@y®yié o
back screemnly allowsthe user to view the patient informatioand does not permit inputting or
modifying any patient information once the patiecaseis closeql.

2. The user can input patient information by tapping the desired patient field and keying in the
characters on the keypad that appears. Figtddudelast name of patient, middle name pétient,
first name of patient, gender of patient, patient ID number, datelLdf G A Biyhii dag@ of
procedure,accession numbethe name of performing physician, and any description relevant to
the procedure/study.The marked fields are requireéd begin a new case.

7
4 8

4
5

3. If there is already text in the field, the user can tap on the text box to move the cursor to a desired
location, where they can add or delete characters.

4. Use the green arrow kn on either the left or right side of the keypad to apply/remaostaft
key functionality.

5. Use theﬂ button in the bottom left of the keypad to access numbers and special symbols.
t NBaaAay3a GKS 4! ./ ¢é odzidz2y Ay GKS &ary$S t20FdGAaz2y
returns the pad talphabetical

6. Press the glob-on the bottom row, second from the left on the keypad to change keypad
language. Select the desired language from the dropdown menu that appears.
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7. Press thebackspac. in the top right of the keypad to delete the symbol to the left of the
cursor.

8. Press thaenter- in the second row along the right side of the keypad to enter the text into
the fieldand remove the keypad

9. Presshe keypa(-on the bottom row along the right side of the keypad to hide the keypad.
T¢2 OfSIENIIFEEf SYyadNRSa FTNRY (KS LI GASYGIZ LINBaa
the screen.

f To access the list of stored patieht5 @&DICOMuplink, LINS&a GKS a5L/ ha [ A
located near the middle of the scre¢see sectiorf.1.2).

9 To confirm changes made to patient information, press the green arrow button at the bottom
right corner of the screen.

1 See section 6 for more information regarding management of patient data.
7.11.2 HFR/dPR Notes

¢ Vessels Segment Information

dPR Pullback

Unselected >
Unselected >

Unselected >

TheOptoMonitor 3system can store vital information regarding vessel segments of individual patients.
This information can be updated at any point during gfrecedure andcan be passed along in USB or
DICOM exports.

1. Physiology assessment is automatically updated based on the type of recording performed
2. The user can identify what step of the procedure tigisording is related tde.g.,pre or postPCl).
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els Segment Information L

Y RCA Prox k- dPR Pullback
- ’ (

Lex pist( ) \ Unselected >

Unselected
RCA PLB Pre PCI
( (‘_ “ i Post PCI
RCA Dist\_/ ~—
Unselected >

(" )other

3. The user can identify the particular vessel ttdésording is related toThe user can choose the
vessel from the droflown list or alternatively select the corresponding vessel in the vessels
diagram by pressing the appropriate circle.

* Vessels Segment Information

Unselected
LAD Prox

LAD Pr LAD Mid
—L0 7 oiac 1
A ) LAD Dist

JRCA Prox LCX Prox
o LCX Mid —

i

LCX Dist
LAD Mid
RCA Prox
RCA Mid
— RCA Dist

LAD Dist(
o RCA PDB

prapia

Unselected
Adeno. IC
Adeno. IV

Contrast
e <
( ) RCA Prox y Rest
S—~ LCX Mid
Papav. IC

i N ud
LEX Dist{ Y, LAD Mid )

) Regadeno
~—" RCA Mid

RCA PLB Nicorandil

(' ‘~.¥ ( ) - 7 Other
RCA Dist\__/ ~— ?

Unselected

)
RCA PDB\__

(" other

<

5. To confirm changes to the vessel segment informatgoxit, the screen with the back button.
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7.11.3 TAVR Notes

The OptoMonitor 3 system can store informati@iongside the recordingsThis information can be
updated at any point during the procedure and can be passed along in USB or DICOM exports.

John, Smith Az12345678
200

Step Unselected

Valve type Unselected

Valve size Unselected

1. The user can identify thprocedure step associated to the recordifithe user can choose the
stepfrom the dropdown list.

Unselected
Pre-Op
Rapid pacing
Valvuloplasty
Pre-deployment
Final deployment
Post-dilatation
Post-Op
Custom step
Unselected vell. Should schedule

Unselected

Unselected

Unselected
Medtronic CoreValve Evolut R
Medtronic CoreValve Evolut Pro
Medtronic CoreValve Evolut Pro Plus
Edwards Sapien XT

Edwards Sapien 3

Edwards Sapien 3 Ultra

Boston Acurate nec
Boston Lotus Edge
Abbott Portico

Other

unselectea

Unselected
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Unselected

19 mm
20 mm
21 mm
22 mm
23 mm
24 mm
25 mm
26 mm
27 mm
28 mm

2@ e

Unselected

17:21:45

Step Unselected > + Proced went well. Should schedule
echo in 2 weeks.

Valve type Unselected > =+

Valve size Unselected >

The. button allows the creation of custom valve types and procedure steps. These can be
deleted by using th= button in the dropdown list

TAVR Step Entry 06:1813
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Post-dilatation

Post-Op

Custom step

Unselected

Unselected

Unselected

7.11.4 Reviewing Data
'aS GKS atflreé¢ odzitzy G2 f2FR Odz2NBSa FyR NBOASs
7.11.5 Archiving and deleting data
7.11.5.1 Saving Pressure Data to a USB Drive
1. Insert a USB 3.0 drive into one of the USB ports along the bottom of the device.
NOTEYou may need to unscrew the protective panel along the bottom of the device to insert the drive.
2. CNRBY G(GKS ! NOKA@S &AONBSys aStSOdG LIGASYd FyR LN
the data to the USB drive.

3.¢2 &l @S RIFEGF ¢6A0K2dzi LI GASYld AyF2N¥IGA2YS LINBa
ananonymous version of the data.

7.11.5.2 Uploading Ryceduredata via DICOM Export

If the OptoMonitor 3system igproperly linkedi 2 G KS F I OA f,}due&afeiporiofeddreg R t ! / {
datavia DICOM

1. CNRY GKS al!Lb &AONBSys LINBaa GKS atlFGASyGé o6dzii
2.t NbBaa (GKS a5L/ha [AalGé odzid2y yR &asStSOG GKS 1
section6.1.2. Alternatively, manually enter patient information, filling the required fields to

begin a case. Press the back button to save patient information and return to the MAIN screen.

Perform one or multiple FFR, dPR, or dPR Pullback recording(s).

4, ' FTGSN) 6KS RSAANBR NBO2NRAYy3Ia KFGPS 06SSy LINE RdAzC
playback screen. Pressing this causes the system to send a screenshot of all the previously un
exported recordings, capturing all relevant graphical and numericalfdatae recordings along
with procedurespecific data such as the FFR or dPR value. The images are then sent via DICOM
G2 GKS t!'/{ YR Aad y2¢ I @LIAflofS FT2NJ OASGHAYAK A
data were to be modified by the usez.§.,the cursor position, the vessel, drug, or step selection,

GKS 1T22Y @IFtdzS Si0dvzr GKS FFSOGSR NBO2NRAY3IQA
0S NBaSyid G2 GKS t!/{ AFT GKS a5L/ha 9ELZNIE 0 d:

w
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7.11.5.3 Deleting Procedures

To delete a recording, scroll up/down through the list of recording(s) and select the desired recording.
t NBaa (GKS a5Sftd wSO2NRE odzitzy o

To delete 8 f NBO2NRAY3I FNRY 2yS LI GASYydzs KAG GKS 4&! NDO
NBEO2NRAY3IE Ydzad 06S RStSGUSR FyR KAUG (GKS a5S8tSGS¢ o
¢2 RSESGS Ittt t20rtfe ad2NBR FAf{Sa FTNRBY (KS 5! 3 K

button.

7.11.5.4 Storage Space

| Ad &! NOKA@Sé o0dzili2y FyYyR a{02N)I3S { LI OS¢ (G2 OASs
This will display two diagrams. The first on indicated the internal storage space. The second one indicated
the storage space on the USB drive.

7.12 Terminate Operation

Once procedure is completed, unit can be left turned on. Optional screen loclctitte afterspecified
delay. It is possible to turn unit OFF by pressing the power button on the Optical Unit for approximately
5 consecutive seconds. The Display Unit can be turned off using the power button located under the unit.
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8 MAINENANCE

Quialified service personnel should perform the following regular maintenance every 12 months to ensure
OptoMonitor 3optimal performance.

TheOptoMonitor 3has a Maintenance menu where service personnel can verify the system performance
status and ensure the system functions according to the manufacturing specifications.

The Maintenance Menu gives access to the following parameters adjustmedtactory settings

Maintenance

Input/Output
Calibration

Dump OU Log

8.1 Accessing the Maintenance Menu
1. Pressthe SETTINGS button fromN#®&INscreen.

: X AN A A i A X S
2. Inthesettingsa ONE Sy Z dINBYARS WEESO RN, located along the bottom row,
third from the left.

3. 9YGSNI GKS | 00Saa O 2detntinu&Refgr tosiheRomg. L3foSdBfault alues. O 1 K

17:34:53
2021-08-10

Maintenance Code Entry

8.2 Adjusting the Time, Date, and Language

From themaintenancea ONBE Sy > LINBaa GKS d¢AYSET 51 0SstpyR [Y
portion of the grid.
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Set the time by pressing the buttons above/below the digital clock in the left side of the screen. Note that
this clock operates as a 2wur clock.

To set the date, press the date text box. This will cause a humerical pad to appear at the bottom of the
screen.

\In the format of yeamonth-day, type in the corresponding numerical date. By tapping on the text box,
you can select a specific number to delete. For information regarding specific keypad symbols, refer to
section7.11.1

¢2 aSG GKS fly3dz3Ss LINBaa (GKS a[lFy3Adz 3Sdowd dzi i 2y =
menu.

8.3 Input/output Calibration withCathlab Hemodynamic System

CNRY (GKS YIFIAYyGSylIyO0OS aONBSys> LINBoaakedii tkeGniddldtiop LIdzi k h dzl
portion of the grid.
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