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CAUTION Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

Carefully read all instructions prior to use. Observe all contraindications, waramgigautions
noted in these directions. Failure to do so may result in patient complications.
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1. {@aiSY 5SAaONRLIGAZY

1.1. NEURBLATERSYSTEMDESCRIPTION

The Monteris NeuroBla@SystemenablesMRIguided neurosurgical ablationTheNeuroBlate
Systemhardware and disposable accessoresoutlined in Table 1.

Tablel.1: NeuroBlate System Product List

Component Catalog Description Other Information
Number
NeuroBlate System NB102 For use with SiementVRIS,GE or Philips MRI
(see compatible models on page 9)
Interface Platform n/a Resides behind the patient head durin| MRI Conditional

MR thermal imaging to manage the
electronic connections for the Probe
Driver and Laser Delivery Probe as we
as the cooling connection.

(1.5T/3.0T)

System Electronics Rack| n/a
and Components

A rolling cabinet which resides in an
equipment area adjacent to the MRI
containing the system control
computers, electronic hardware, laser
light source andCQ cooling
components.

MR Unsafe

Control Workstation n/a
containingFusionS
Software

A system workstation which resides in
the MRI control area and includes a
laser foot pedal, keyboard, mouse and
display for the graphic user interface

MR Unsafe

NeuroBlateRoboticProbe | RPB01
Driver(RPD)

Lower profileControl device to manage
lineartranslation and rotational
manipulation of the Laser Probe during
the NB procedure. Attaches to the
Interface Platfornandappropriate
bone anchos.

MRI Conditional
(1.5T/3.0T)

Sterile
Single Use Onl,
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Component Catalog Description Other Information
Number
SideFire®ptic 3.3 Gascooled, directional laser delivery | MRI Conditional
Directional LaseProbe probe (LDP) used to deliver controlled| (1.5T/3.0T)
#000(133mm) NBRO0OC-01 | energy tothe intended target zone. Sterile
#00 (154mm) NBR001-01 | The appropriate probe length is Single Use Only
#1 (175mm) NBR101.01 determined by theFusionSsoftware. ®
42 (196mm) NBR201-01 3.3mm Outside Diameter
#3 (217mm) NBR301-01
#4 (238mm) NBR401-01
#5 (259mm) NBR501-01
FullFire®ptic 3.3 Gascooled, diffusing laser delivery MRI Conditional
Diffusing Tig.aserProbe probe (LDP) used to deliver thermal | (1.5T/3.0T)
#000(133mm) DTR000-01 | energy in all directions from the probe| sterile
#00 (154mm) DTRO01-01 “";to the intended tag th cone Single Use Only
The appropriate probe length is
#1 (17 - : .
4 (192”]) gli;gi gi determined by the~usionSsoftware. ®
( m) i 3.3mm Outside Diameter
#3 (217mm) DTR301-01
#4 (238mm) DTPR401-01
#5  (259mm) DTR501-01
FullFire@ptic 2.2 Gascooled, diffusing laser delivery MRI Conditional
Diffusing Tipg.aserProbe probe (LDP) used to deliver thermal | (1.5T/3.0T)
#000(133mm) FFS00M1 energy in all directions from the probe| sterile
#00 (154mm) FFS00D1 “Fr’]to the intended tabr th Zo’:]e' Single Use Only
The appropriate probe length is
#1 (175m - ; :
4 (196mm) FF32201 determined by theFusionSsoftware. ®
( m) FFA2201 15 5mm Outside Diameter
#3  (217mm) FFS2201
#4 (238mm) FF822-01
#5 (259mm) FFS22-01
NB3 1.6 FFDO16 Singlelength, Gascooled, diffusing MRI Conditional
Diffusing TifLaserProbe laser delivery probe (LDP) used to (1.5T/3.0T)
deliver thermal energy in all directions| gterile
from the probe tip to the intended Single Use Only
target zone.
1.6 mm Outside Diameter ®
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Monteris Medical alsoffers an array of optional disposable and reusable devices (Ia®)le

which can be used fdaser probedelivery and skull anchoring as well as head stabilization.

These devices are not required for the use of the NeuroBlate System but have been validated to
work properly with the NeuroBlate System.

Tablel.2: Optional Products Validated for Use with the NeuroBlate System

Item Catalog Description Other Information
Number

Monteris®Mini-Bolt CMBO033S The Monteris® MirBolt sssembly is| MRI Conditional
CMB022S adisposable, rigid skull fixation (1.57/3.0T)
CMBO16S devicedesigned to provide a stable| Provided Sterile

platform to deliverneurosurgica Single Us©nly
devicesor instruments. ®
Mini-Bolt VUE CMBO033V TheMonteris® MiniBolt assembly is| MRI Safe

CMB022v adisposable, rigid skull fixation Provided Sterile
devicedesigned to provide a stable| gingle us©nly
platform to deliverneurosurgica

devices or instruments. ®

AtamA®Stabilization ATBD2-XX MRcompatible head fixation device foi MRI Conditional

System patient immobilization and transfer. (1.5T/3.0T)
Sterile Fiducial Marker | 21251 A sterile, MRVisible fiducial marker| MRI Safe
that can be utilized tgrovide a Provided Sterile
reference point duringmage Single Us©nly

registration. @

TheNeuroBlateSystem i€ompatible with multiple 1.5 T or 3.0T MRI equipment. Please
contact your Monteris Representative for fagilgpecific MRI equipment compatibility or refer
to the Instructions for Use Supplement (8057&ompatible MRI Systems Supplement)

at www.Monteris.com
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Figures 11 and 1.2 below depict the setp of NeuroBlateSystemwithin the MRI suite.

*The Control Workstation may be Gen 3 as illustrated in Figure 1.1 or Gen 4 as shown in Figure 7.4 on
page 47.

** Note, at the HBrequest, the Electronics Rack can also béocated in the MRI Control Room
Figurel.l: Typical Layout of the NeuroBlate System within thMRI Quite

Head Stabilized
in AtamA
System

Laser Delivery Probe inserted intc
the Monteris Mini-Bolt

Probe Driver
Mounted on
Interface Platform
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Figure 12: NeuroBlate Components in the MRI Environment

1.2. NEURMBLATEOPTIAASERDELIVERIPROBE& PROBEDRIVERDESCRIPTIGN

1.2.1. Laser DeliveryProbes (LDP)

TheNeuroBlate System family &fser probesare singleuse (disposable) patient interface
componensused to deliver laser interstitial thermal therapyheProbeis consideredViR
Conditionalat 1.5T and 3T. The Prob#owsfor gas cooling during simultaneolaser
application and thermal imagindlhe laser probes are availablenmultiple lengths and
configurationdgn three outside diameters: 3.3, 2.2 and 1.6 mm. The appropriate probe
configuration and diameter is determined by the physician dependmthe clinical need.

The appropriate length for the legacy 3.3 SideFire/FullFire and 2.2 FullFire laser probes is
determined with the surgical planning and/or stereotactic platform used for the procedure. The

more recent 1.6 NB3 comes asiagle length probe and a floating depth stop is set based on
surgical planning.

Probe Depth

Stop Probe Umbilica —
ProbeProtective 5 = -
;‘v\-\‘.

Ruler el
Probe/
Connector:

Probe
Connecto

Probe Bod Sectior

Figurel.3: LegacyNeuroBlate Laser Probe

Probe Ruler
Protective Cove ~—

Figurel.4: Laser Delivery ProbBody¢ Ruler/Protective Cover

Thelegacy laser probassembly (see Figurés3, 1.4 and 1.5 is comprised of:

-10-
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1) Removableruler/Protective Cover
2) Laser Probdip (Sapphire Capsule)
3) ProbeLockingnterfaceand Depth Stop

4) Probeconnectors including Temperature Sensor, L&sker, CQ Cooling, Probe Detection

Figurel.5: LDPLockinginterfaceand Depth Stop

Thet S3+ O& f I &S Natcfit® adtaiors to th&oboticAPyoBe Driver Follower or
appropriate skull anchoring device suchtlas Monteris MiniBolt. To remove the
Ruler/Protective Covepressthe green button on the Locking Interface (Figure IIheDepth
Stop(Figurel.b) is adjustable (see double arrow in Figlir®) to allow theLDPip to be set to
the desireddepthfor insertioninto the brain.

y — ——»

(I [ 77 D

Figure 1.6: NB3 Laser Probe Locking Interface and Floating Depth Stop

The NB3 1.6 laser probe comes in a single leagthcontains an adjustable, floating depth
stop. It is packaged with the same Ruler/Protective Cover included with the other legacy
probes. It also has its own Lockimgerfacewhichattaches to theRobotic Probe Driver
Follower orappropriate skull anchoring device suchtlas Monteris MiniBolt.

-11-
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1.2.2. SideFir®Optic 3.3Directional LaseProbe

Cooling Tube

Fiber Line Tip

Probe Len \X (laser beam exit)

Optical Temperature Sensor

Probe Shaft

Figurel.6: Detail of the SideFire@ptic 3.3Directional LaseProbe Tip(SFP)

TheSideFire®ptic 3.3Directional LaseProbetip (Figurel.6) is compised ofa clear sapphire
lens and thd.DPShaft. The internal components of th®Pcan bevisualized through the LDP
lens.

1 Anoptical fiberterminates inside the lenat the Fiber Line tignd emitscontrolledlaser
energyin auniform directionat approximately78 degrees from the long axis of the SFP.

An integratedcooling line circulates GQas inside the LDP tip to cool during laser delivery.

Afiber optictemperature sensomeasureghe temperatureof the LDP tip and delivers this
information to theFusionrSsoftware.

-12-



MONTERIS NeurdBlate®Systeminstructions for Use
MEDICAL 80577RevF ¢ Juy 2025

1.2.3. Legacy FullFire® Optic Diffusing Tip Laser Probes

Figure 1.22: Detail of the Distal End of the FullFire® Optic Diffusing Tip Laser Probe

Thelegacy FullFire® Optic 3.3,diameter FullFi@ptic2.2 and NB3 1.6 DiffusingpLaser
Probes areomprised ofthe same components and mechanical interfaces as the SideFire. The
FullFire probe is differentiated by laser energy dispersion in all directions/dimensions (see

representative red arrows Figure 1.22) and emanate from a 6 mm long laser focal (energy
emissia) area (Figure 1.7).

1.2.4. NB3 1.6 Laser Probe

~ — -

Figure 1.23: Detail of the Distal End of the NB3 Laser Probe

The NB3 1.6 Laser Probe lens capsule is made of glass with similar internal components as that
of the other FullFire probes. Laser energy is also dispersed in all directions/dimensions from a 4
mm long laser focal (energy emission) area (Figure 1.23).

-13-
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1.2.5. Laser Delivery Probe Selection

Selection of the appropriate laser probe should be determined by the size and shape of the
intended ablation arealhe SideFire probe provides support for the ablation of irregular shapes
based on its ability to selectively ablate with a directional be#frthe safest trajectory does

not place theLDPnear the center of the target area but closer to one edge, Sidefanebethe
bestchoice for focal energy delivery to prevent unwanted heating outsidbetargetregion.
TheFullFireprobes provides support for the ablation of more symmetrical areas with a diffuse
beam. TheSideFirgorobe allows conformal control of the ablation ar8dne NB3 probenay

create a more concentric ablation area.

If the target and path to target demands a smaller diameter probe Réire@®ptic 2.2and
1.6 NB3 aresuitablelaser delivery probesThe selection of 2.2or 1.6 probefollows the same
considerations noted abov&hesmallerdiameter2.2and 1.6probe achieve target accuracy
onlyif the pathway is first created to the target with an alignmemtndrel.

The 1.6 mm diameter NB3 probe comes in a single length with a floating depth stop capable of
achieving all desired trajectory depths in the brain.

There may be situations in which both L&frgy emission typesS{deFireand FullFireyvill be
used in succession to achieve optimal thermal dose conformance to the target area. The
FullFireprobe may be used to ablate initialljollowed by insertion of th&ideFirgorobe to
ablate additionabreas.
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1.2.6. Robotic Probe Driver (RPD)

TheRobotic Probe Driver (RPBMounted to theNeuroBlateSysteminterface Platform(IP)
andconnecedto an appropriateskullbone anchor TheRPDPosition EedbackPlug (Figure
1.8) connects to thdnterface Platform to communicate the Laser Delivery Probe positidme
brainto the systenuser interface TheRPDrotates or translates (extends or retracts) the
NeuroBlateLaserDeliveryProbe. TheRPDprovideslineartranslationof up to 40 mm andotal
rotation of 340°.

TheRPDOs comprised ofwo componentsthe Commander and the Followé@Figurel.8)
connected byanumbilicalcable A Rotary Test Adaptas includedn older versios of theRPD
andcan beused during Selfest to simulate the attachment afLaser Delivery Prol&DP)
during the proceduref desired It will be obsolete and not availablith newer versions.

Rotary
TestAdapter ) N\

Figure 1.8RoboticProbe Driver Components

1 TheRPDCommandercan be used to manipulate the Laser Probe (translation and rotation)
during the procedure in two ways:

o0 Manual-the knobs can be manipulated by pressing them in toward the main body
of the Commander and turning (knobs will not turn unless pressed in)

A blueknob @ntrols linear translation
A greenknob controls rotation

0 Remoteg the knobs can be managed from the Control Workstation by manipulating
the software rendered LDP in the graphical user interface (GUI) ¢fub®nRS
software.
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Figure 19illustrates how the RPD attaebto a skull bone anchawith a thumb screwWith
more recently manufactured RPD versioasscale has been added for visual referetwce
indicatethe linear trave postion (older versionsvill have no scale until inventories are

depleted).

T

Figure 19: Attachmentof the RPDFollower to a skull bone anchor
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1.3. OPERATIN®MODES

The NeuroBlate System has 2 modes of operation, Active and Standby. These modes are
defined by 5 essential functions the system can provide and more specifically, the state of each
function. The system is in Active mode if at least one Essential Fuiscéiotivated ghowna A y

2 LJS NJ din the system Control Workstation scréeriThe five essential functions are:

1. DICOM file transfer from MRI (receive)

2. Probe cooling
3. Probe (Probe Driver) linear and rotary travel
4, LaseReady(enabla for laser emissioyor Laser(laser emission is active)
5. Emergency Stop
a. Disables Probe Cooling, Probe linear and rotary Travel and Laser
b. Sounds alarm

* Emergency Stop switch (red buttons) are located on the NeuroBlate Control Workstation,
Electronics Rack and on a box setting on floor or shelf inside the MRI scan room.

The system is iActive modeif at least one essential function is activai@s noted or at least
one of the following:

1 Receivindiles through the Ethernet connection
1 Probe is cooling

1 Probe (viRPD is in motion (linear or rotary)

1

Laser ishownin Readymodeon the Control Workstation scredenabledfor laser
emissior)

1 Lasenisshown ad.asemodeon the Control Workstation screeand audible beepings
heard(laseremissionis active

1 Emergency Stop has been pressed/engaged

The system is iBtandby moddf the system is fully turned on but none of tEssential
Functions are in active mode, meaning:

1 Not receiving any files through Ethernet connections

1 Probe is not cooling (or not commanded to cool)

1 Probe is not in motion (or not commanded to move in either linear or rotary axis)

T [FaSNI A& Ay a{lllyRoeé¢ Y2RS 62NJ RA&alo6f SRO
1

Emergency Stop has not been engaged
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2.LYRAOIFUOA2Yya&a FT2NJ ! as

The Monteris MedicaNeuroBlateSystem is neurosurgical tooand isindicated for use to
ablate,necrotize or coagulatantracranialsoft tissue including brain structurege.g., brain
tumor, radiation necrosisand epileptogenic foci as identified by nmvasive and invasive

neurodiagnostic testing, including imaginthirough interstitial irradiation or thermal therapy in
medicine and surgery in the discipline of neurosurgery with 1064 nm lasers.

The Monteris MedicaNeuroBlateSystem is intended for planning and monitoring thermal
therapies under MRI visualization. It provides NdR$ed trajectory planning assistance for the
stereotaxic placement of MRI compatible (conditionéduroBlatelaser Delivery Prolselt also
providesnearreaktime thermographic analysis of selected MRI images.

When interpreted by a trained physician, this System provides information that may be useful
in the determination or assessment of thermal therapy. Patient management decisions should
not be made solely on the basis of tNeuroBlateSystemanalysisThe intended patients are
adults and pediatric from the age of 2 years and older.
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3./ 2y NI AYRAOFGA2YA

The following are contraindications that apply to the NeuroBlate System

1 Patients who are contraindicated for MRI, including patients who may have
contraindications due to implanted medical devices.

1 Patients who the physician determines are not appropriate candidates for laser
interstitial thermal therapy(LITT)

i Patients who are not candidates for invasive surgical procedures in the brain.
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4.2 NYyAy3as [ ldziizyas s {FFSG& wSlod
CAUTION: Alerts you to situations timadyresult in system or equipment damage, failure in a

procedure, or incorrect results.g., any special care to be exercised by the user for the safe and
effective use of the device

WARNING: Alerts you to situations tmaayresult inserious adverse reactionispdily harm or
irreparable damage to the system or equipmegetg., potential safety hazards, limitations in

use, and steps that should be taken if such events occur. Additionally, an appropriate warning is
provided when there is reasonable evidence of an association of a serious hazard with the use
of the device.A causal relationship need not have been praved

Symbols displayed on the NeuroBlate Systegmocumentation arebelow.
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4.1.

IDENTIFICATIOMBELS

MRI Unsafe item isNOTMRI compatible and is known to pose a hazard in MR environme
This equipment should not be taken into the MRI room within the 5 Gauss perimeter line

MR Conditional the item poseso known hazards in a specified MRI Environment

(e.g.1.5Tto3.0T)

MRI Safe the item poseso known hazards in ALL MR environments.

High Voltage present. Electrical hazard. Authorized personnel only.

Caution followed by text message.

&)

Followinstructions for use

Equipotentiality

v

}\ /
2

Keep away from sunlight

Serial Number

Protective earth

Do Not Use if Package is Damaged

Type BF Applied Part

Do not resterilize

Single Use

Sterilized Using Ethylene Oxide

Laser Radiation

Manufacturer

Batch code

SN
®
&
STERLEIEO]
i
s

Useby Date

BRI

Product Size

Catalog Number

T

N:

Part Number

Consult Istructions for Use

TY:

le)

Number of Products

For Prescription Use Only

Date ofManufacture

For indoor use only

RoHSRestriction of the use of certain
hazardous substances in electrical and
electronic devices.

Electrical/electronic equipment in accordance
dispose with domestic household wastes.

with the Directive 2012/19/UE (WBE&Bpt

Power Switch

AC Power Cord

Power On / Power Off

Foot Switch

Control Workstation 2

usSB

cw2 I/0 Connection
‘))) Laser Fire Volume KV M1 Keyboard Video Mouse 1
@ DisplayPort KVVM2| Keyboard Video Mouse 2

-21-



2. . MONTERIS NeurdBlate®Systeminstructions for Use
- MEDICAL 80577RevF¢ Juy 2025

4.2. EQUIPMENTABELS

Dornier Laser:

A RTURE AT |
IISTAL END OF FIBER |

NevurolLase
® STANDBY

READY

LASER FIBER APERTWUBEated next to the laser aperture

KEY POSITION Ly RA OF (lSyaR (icKhSb éa hlG2CE¥A iA2ya 27F

* ahCC¢ F2NJ | . Standby or preparatory state
O equipment Q for a part of equipment

EMERGENCY ST@Q#8cated next to the red emergency stop button
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100000 p 04 10000
I ) oo I

100 - 240V~ FUSES & VOLTAGEBecification of voltages,
5 0.’-60 Hz current, frequencies, power and fuses

500 VA +—— | Fuse

TN Alternative current

R LASER CLASS 4/ CLASSE LASER 4
Laser diode: 1064 nm, 20 W max - CW
LASER CLASS 2/ CLASSE LASER 2
4 Laser Diode: 650 nm, <1 mW max
- VISIBLE AND/OR INVISIBLE LASER RADIATI

e s DANGER RADIATION LASER

e e ek L U welE Specification of laser beam (treatment and
AU DIRECT OU DIFFUS . .
APPAREIL A LASER DE CLASSE 4 pour EN 60825-1 (Octobre 2014) V|ve| nder)
- Laser class
- Wavelength

- Maximum power
- Exposure time

LASER RADIATION - AVOID EYE
OR SKIN EXPOSURE TO DIRECT
OR SCATTERED RADIATION

Laser diode 1064 nm 20 W max
Diode 650 nm < 1 mW max
CLASS IV LASER PRODUCT

Doorswitch

Footswitch

Door Lamp relay/ RS232 COM

WARNING: The system should only be used by qualified healthcare
professionals trained by Quantel Medical or qualified
Quantel Medical distributors.

THE SYSTEM USER MANUAL IS AVAILABLE IN ELECTRONIC FORMAT.

E-mail: contact@quantel-medical.fr Web site: www.quantel-medical.com

CAUTION: FEDERAL US LAW RESTRICTS THIS DEVICE TO SALE TO
OEM CUSTOMER.

DANGER: EXPLOSION HAZARD. DO NOT USE IN PRESENCE OF
FLAMMABLE ANESTETICS OR IN OXYGEN-RICH ATMOSPHERE

CAUTION: ELECTRIC SHOCK HAZARD. DO NOT OPEN. REFER SERVICING
TO QUALIFIED SERVICE PERSONNEL.
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NeuroBlate System:

JRRTp— G‘L — - —
NeurOBlate 80418 Rev D LASER our

*— CLASS IV LASER

® VISIBLE AND INVISIBLE
ha = LASER RADIATION
Rackatn AVOID EYE AND SKIN EXPOSURE
WEAR PROTECTIVE EYEWEAR
R only @
= J

=
'i 8.5 MONTERIS

|

NeuroBlate Systemwvith Dornier Laser

ETL CLASSIFIED . . . .
This device complies with
Conforms to: 21 CFR 1040.10 & 1040.11
GTb Xkﬁfds'tf%esoédém . except for deviations pursuant to
c us 5 Laser Notice No. 50, dated 24 June 2007
oo T EQ Sl G082 0 o
Intertek CSA C22.2#60601-1 CAUTION: Federal law restricts this
EIIOOEQI;)S% P/N 80271 Rev C device to sale by or on the
order of a physician.
CLASS 4 LASER PRODUCT VISIBLE AND INVISIBLE
DIODE GalnAs 1064 £ 10 nm LASER RADIATION
LASER POWER max. 30 W cw AVOID EYE OR SKIN EXPOSURE
CLASS 2 LASER PRODUCT o DIRE:I;:-:S:“ERED
PILOT LASER 640 + 5 nm
LASER POWER max. 1 mwW CLASS 4 LASER PRODUCT
PIN 80085 Rev B (IEC60825-1 : 2007-03) PIN 80086 Rev B (IEC60825-1 : 2007-03)

NeuroBlate Systemvith Quantel Laser

=
ETL CLASSIFIED Complies with 21 CFR 1040.10 and 1040.11
Conforms To: except for conformance with
Al ey IEC 60825-1 Ed. 3 and IEC 60601-2-22 Ed. 3.10
c us |EC STD 60825-1 as described in Laser Notice No. 56,
dated May 8, 2019.
— Certified To: ) ) )
Intertek CSA STD C22.2 # 60601-1 CAUTION: Federal law restricts this device
4009060 PIN 80271 Rev D to sale by or on the order of a
physician. P/N 80511 Rev A
—_______________________________ ——————————
CLASS 4 LASER PRODUCT VISIBLE AND INVISIBLE
DIODE GalnAs 106410 nm LASER RADIATION
LASER POWER max. 20 W cw AVOID EYE OR SKIN EXPOSURE
CLASS 2 LASER PRODUCT TO DIRECT OR SCATTERED
RADIATION
PILOT LASER 65010 nm
LASER POWER  max. <1 mW CLASS 4 LASER PRODUCT
P/N 80503 Rev A (IEC60825-1 : 2014) PIN 80508 Rev A (IEC60825-1 : 2014)
_g
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4.3. (GENERAMVARNINGS

I::Ii:l The following are general warnings that apply to MeuroBlateSystemas a whole;
please consulthe complete NeuroBlate System IFU d@vicespecificinstrudions
for all accessories used (such as the Laser, Monteris AtamA, and system MRI)"
warnings specific to those devices.

/K WARNING:

T

Damaging the lens may result in malfunction thayincrease the risk c€Q
release and potential of lemsaterialbeing left in the brain.

Laser Delivery Probe advancement into, or laser ablation in cerebral vasculature
or highly vascularized targets (especially in patients with predisposition to
bleeding)mayresult in hemorrhage.

Inserting the probe along thieajectory to the target tissugandor laser
ablation near eloquent brain areasay result in collateral damage to
anatomical structures and related patient complications.

Perioperative complications for brain surgeries such as@diRled neurosurgical
ablation may include: sensory, cognitive, or motor deficits; hemorrhage; brain
edema/swelling; seizures; general weakness/paralysis; pain; infe@ign
meningitis or surgical site infection); bone fracture; allergic anaphylactic
reaction; cardiac arrest; or death.

The minimally invasive nature of the procedure may result in noticeable effects
of edema/swelling consider prophylactic steroid administration for all patients
and use extreme caution in ablating targets greater than 20cc.

Increased variability of heat conduction and MRI thermometry in areas of
dissimilar tissueand heat sinkge.g, nearthe brain surface, near bone, near
large volumes of cerebral spinal fluid, near large blood vesselg)ncrease the
risk of collateral damagm tissues adjacent tthe targeted lesion.

Image artifacts due toearby devices (e.grajectory devices such as the
Monteris Mini-Bolt) mayimpair MR thermal imagingnd therefore the
estimation of the tissue temperatuneear the surface of the brainSuch
artifactsmay resultin aninability to monitorthermal damagevhichmaylead to
unintended tissue damage.

Continued ablation in the presence MRimaging artifacts may result in
unintendedtissue damage

Repeated insertions of a laser probe may increase the risk of surgical
complications.

The system must be operated by trained personnel under the direct supervision
of a trained physician.
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Color perception is extremely important during temperature monitoring.
Operators who are color blind or have impaired color perception may not be
able to monitor temperature during the procedurehichmayresult in patient
injury or death

Laser eye protectioprovided with theNeuroBlatesystemmust be worn in the
MRI Scanner room during operation of the laser.

Using eye protection other than what was specifically provided with the
NeuroBlatesystem may not provide adequate protection for tNeuroBlate
laserwavelength.

Use only the eye protection that was specifically provided withNleeiroBlate
system as others may affect color perception and the interpretation of thermal
images andndicators.

Use onlyMonteris Medical approve@IRI compatibleaccessories with this
equipment. Failure to do so may result in improper performance and/or damage
to the equipment with potential to cause harm

Only use Monteris Medical approved MRI sequences for thermal imaging in
conjunction with this equipment. Failure to do so may result in imprdbermal
monitoring whichmaylead to patient injury.

Ensure thatll loadedmagedata contairsthe correct patient identification and
image orientationmarkersprior to the commencement of thdleuroBlate
procedureto ensure an unintended area of the brain is not targeted for thermal
delivery whichmaylead to patient injury.

Failure todeterminean accuratebaseline temperaturenayresult ininaccurate
temperature monitoringandthermal dose estimatiorwith the potential to
cause patient injury

MRIis contraindicated for patients with certain metallic, electronic or
mechanical implants, devices or objects that must not enter the MRI scan room
or serious injury may result-ollow institution guidelines in making this
determination.

The use of trajectory devices other than the Monteris MBoit with the Probe
Drivers to insert the Laser Delivery Probe is untested and may result in probe
failures such as laser fiber breakage, probe lens separation or cooling failures.
These failuresnayrequire additional surgical intervention or lead to patient
injury.

CQ tank valves must be closed before replacing; ottiee serious operator

injury mayresult

Extreme care should be exercised during visual verification of image registration.
Inaccurately registered image data satayresult in improper identification of
the intended thermal treatment, whichhay lead to patient injury.
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To prevent patient injury,ite patient head must be secured with a Head Fixation
Device and remain fixed within magnet space for entire imaging portion of the
outlined NeuroBlate System workflow.

If the patient head position changes relative to the head fixation device or the
initial MRI position set during the landmark procedure at any point during the
NeuroBlate System procedure, new imaging must be acquired and set as the
master series or thermanergy may be delivered in an unintended area causing
patient injury.

Every attempt should be made to keep fluids away fromlttterface Platform
(IP)and Portable Connector Module (PCh)creating a plastic draping batrrier.
Fluid contact may interfere with the IP operation or cause failure of the device.

Fluids must not come in contact with the NRFcoil connections at the head end
of the MRI table. A fluid barrier must be placed over the coil connections to
prevent patient or operator injury and damage to the MRI system.

Creating a ablated areathat extends beyond the monitored anatomyay

SEOSSR (GKS bSdaNR. fI 4GS {&alSwhidwmayled f A (&
to patient injury.

Never pull on the thinner tubular or cable sections of the laser, copling
temperature sensqgrand probe detection lines, as this may damage the
componentsor cause unintended probe movement causing patient injury

A nonexistent or weak visible lasarmingbeammaybe an indication of an
improperly connected laser fiber. If this condition occuls not continueas it
mayresult in equipment damage or injury to patient.

Ensure there is a clear opening through the skull and dura to allowaker
Probeto pass without resistance or trajectory deflection. Forcing the probe into
the brain when resistance is fattaylead toprobe tip fracture and result in
patient injury.

To prevent patient injury, do not mechanically clamp down the laser footswitch
during laser energy delivery.

To avoid equipment damage and patient injury, do not continue to deliver laser
energy if no elevation itissuetemperature s observed.

Failure to allow heated tissue to return to baseline temperature pricstapping
MR acquisitioomayresult in inaccurate calculation of thermal dose levels which
may lead to patient injuryMaintain MRI acquisition (which ensures internal
probe cooling) while allowing dlssuewithin the ablation zonéo cool to
baselinetemperature
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As part of the operation of thBleuroBlateSystem, the user must beware of the strong
magnetic field in the MRI room. Extreme caution must be used before bringing in any

], (

equipment ino the MR environment. Only items identified z|: or MR Safe as
MR

denoted by the symbair: 1-5T/3.0T MR Conditional as denoted by the symbah be brought

into the MR room.Any item marked by the symb«@ shouldnot be brought into the MR
suite within the 5 Gauss line. Serious injargtyresult if any equipment which is MR unsafe is
brought into the MRuite.

4.3.1. Electronics Rack Warnings

The following are specific warnings that apply to MeuroBlate Electronics Rack
and Electrical Power Inputs.

A WARNING:

1 Potential hazards may occur from modification of the NeuroBlate System

1 Do not position the Electronics Rack to make it difficult to access electrical
outlets or todisconnect the system from the power outlet.
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4.3.2. Robotic Probe Driveand Laser Delivery Prob&/arnings

The following are specific warnings that apply to MeuroBlateRoboticProbe
Driver(RPDand Laser Delivery Probel¥B.

A WARNING:

1 For single use only. Do not reuse, reprocess ateelize. Reuse, reprocessing or
re-sterilization may compromise the structural integrity of the device and/or
lead to device failure which in turn magsult in patient injury, iliness or death.
Reuse, reprocessing or-gterilization may also create a risk of contamination of
the device and/or cause patient infection or cresfection, including, but not
limited to, the transmission of infectious diss(s) from one patient to another.
Contamination of the device may lead to injury, illness or death of the patient.

1 Ensure thaprobe driver position feedback cahile the vicinity of the MRI bore
doesnot form loops as this may result in heating and RF interference.

1 Contact between therobe driver position feedback cablgth the inner surface
of the MRI bore may result in heating and RF interference

1 The2.2and 1.6 mm diameter versiord LDP achieve target accuramlyif a
pathway is first created to the target with @ppropriate dilator probe such as a
biopsy needle, stylet ahe MonterisAlignment MandrelConsult your Monteris
Sales or Clinical Support representative on where to source an appropriately
sized Alignment Mandrel.
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4.4. (GENERACAUTIONS

4.4.1. NeuroBlate®System

/N CAUTION:

1 Follow the general guidelindsr neurosurgery involvinghe insertion of
electrodes, instruments, or devices into the brain or nervous system.

1 The user should exercise extreme caution when creating ablation volumes
greater than 20 cubic centimeters and consider the potential for post therapy
brain edema especially with patients that have limited space within the cranial
vault to allow for swellig of the brain Administrationof pre and post therapy
steroids should be considered for all patients.

1 Follow all MRI safety guidelines concerning the suitability of subjects undergoing
MRI procedures

1 System Not User Serviceabfnnual(minimum)specified maintenance and
calibration schedules for nedisposable equipment must be performed by
trained Monteris representatives. Failure fialow this guidelinemay result in
improper performance and/or damage to the equipment with potential to cause
harm.

1 Use of controls or adjustments or performance of procedures other than those
specified herein may result in hazarddaserradiation exposure.

1 Replace damaged equipment. If damage is found, call your Monteris Medical
representative.

1 Do NOT power ON the Interface Platform during MR imaging. Image quality may
be compromised

f Refetod KS awL YI ydzFlF OGdzZNENRa AyadNHzOGA2Yy a
hearing protection during operation of the MRtanner.

1 NeuroBlateSystem should be connected to a power outlet witkkE5A circuit
breakers. This outlet is to be used by theuroBlatesystem only. Failure to
comply may result in power failure during the procedure.

Do not attempt to reuse single use, disposable patient interface items.

If unusual software behavior is observed at any given workflow task, the user
shouldexit the FusionS applicatiorand then re-launch

1 Ensure the PCM and cablés.g., Position Feedback Plug) are not resting on or in
close proximity to thepatient during imaging.
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Never pull on the thinner tubular or cable sections of the laser, cooling,
temperature sensor and probe detection lines, as this may damage the
components.

Avoid product setups where cabling is taut. This can result in damage or inability
to remotely move the probe.

During treatment near the brain surface, near bone, near large volumes of CSF,
or near large blood vesselfere is a risk of damage to adjacent tissues. Careful
planning should be done for targets that require treatment adjacent to these
tissues.

Noise or MR artifacts in MRI images is known to occur and may be from a variety
of sources.

o Image artifacts may be caused by signal voids due to biopsy or presence
of laser probe.

o Image artifacts may be caused by RF noise sources that affects image
quality. To address these artifacts, consider removing unnecessary
equipment from the MR room that may be causing interference.

0 Image artifacts may be caused by patient movement. To improve image
quality , consider stabilizing the patient.

o0 Image artifacts during procedure may be due to energy delivery; consider
lowering laser power to improve image quality during energy delivery.
Continued ablation in the presence of MR imaging artifacts may result in
unintended tissue damage.

During the ablation process theeNow TDT lines should be kept an appropriate
distance (e.g.,-B mm) from eloquent structuresr functional white matter

tracts (i.e, corticospinal tract, optic radiations, arcuate fasciculus, corpus
callosum, superior longitudinal fasciculus,.gté-usionSSoftware supports
import of diffusion tensor imaging data which may aid in monitoring of ablated
areas near these critical tracts or cortex.

When choosing the Blue TDT line for monitoring the ablation zone, the user
should be aware that there can be a £1.5 mm variance between the actual
thermal dose and the Blue TDT line depicted.

Thetemperature value indicated from the NeuroBlate laser probe is not an
accurate measurement of core body temperature. i use this value.
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4.4.2. Laser Delivery Probesnd Robotic Probe Driver

A

CAUTION: After use, dispose of product and packaging in accordance with hospital,
administrative and/or localgovernment policy.

4.5.

GENERABAFETYREQUIREMENTS

ThelLaser Safety fficer (or employee with appropriate training and authority) must
ensure that local safety regulations are observed when the laser is used.

The system must only be installed and serviced by Monteris Medical employees or by
persons authorized by Monteris Medical.

Promptly report accidents and personal injuries to Monteris Medicat&6&799-7655
or reporting@monteris.com.

LASERAFETY

A WARNING:

TheNeuroBlateSystem utilizes €lasst laser product in accordance witlEC
608251:2014 and IEC 60622:201. Irreversible injurynayoccur. Under no
circumstances may the retina of the eye or the skin be subjected to direct or
reflected laser radiation.

Each person inside the laser ai@a described belowpust wear protective
eyewear. Two sets of protective eyewear are provided with evidguroBlate
System. Contact Monteris Medicdr additionalprotective eyewear.

Ensure the laser fiber connections are made corredtiyproperconnectons
maylead toequipment damage@r operator injury.

Ensurethe LDPaserconnectoris fully seatedn the connector receptacle on the
IP by gently pulling back on the connectéailure to do so magausethe

receptacle to heatreduce thermal energy deposition, cause equipment damage
and causeperatoror patientinjury.

Laser AreaFor this laser, the Nominal Ocular Hazard Distance (NORB)s
from the laser output at th&.DRtip (when connected) or the extension fiber
output on thelnterface Platform Outside of this regiomasersafety eyewear is
not required.
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4.7. INSPECTIQNOLEANINGDISINFECTIQIBTERILIZATION

T

Germicidawipesare recommendedo remove soil from the Interface Platform
Armsand Connector ModuléVNipedry with papertowels. If excessive soiling of
surfaces occuss, paper towelscan be usedlampenedwith disinfectingdetergent to
clean.Wipe detergent off using tap water dampenpdper towels, followed by dry
paper towels

WARNINGDo Not Sterilize! Prote®evice from Fluids!

Do Not Submerge! Do Not Spray to Clean!

T

@ﬂ
11

Prior to Use: Carefully inspect all systiEsercable/umbilical connections to ensure
iKSe8 KIFIgS Itf -OBNXQE SICRYViESIi xdyg2 A PSOS
connector so that one click at partial (half) insertion and a second click at full
insertion.

Prior to UseCarefully inspect theaserDeliveryProbe and RoboticProbe Driver
packagsfor any breach of sterile barrier or damage to the contents. DO NOTTUSE
the sterile barrier integrity is compromised or conteajgpeardamaged contact

your Monteris Medical representativier replacement items.

The laserDeliveryProbe and RoboticProbe Driver are for single use only. Dispose
properly after useSee Sectiod.3.2for additional information on reuse

Do not reprocess or ksterilize.

4.8. OPERATINGONDITIONS

)l
1
T

Temperature: 15° C (59° F) to 30° C (86° F)
Relative Humidity: < 70%

The laser is calibrated to deliver up to 1Zj@éwer accuracy of 20%)nto the laser
delivery probe which then delivers this energy through two different emission
patterns at the tip based on probe type.

4.9. STORAGKEONDITIONS

1

Qo
/T...__ 1

[

Temperature: 10° C (50° F) to 40° C (104° F)
Relative Humidity: < 60%

1 Keep out of direct sunlight

-33-

LJt



MONTERIS NeurdBlate®Systeminstructions for Use
MEDICAL 80577RevF ¢ Juy 2025

5awL /2yRAGAZ2YFE {4 (dz

MR

Non-clinical testing has demonstrated the NeuroBI&gstemProbe DriverLaser
Delivery Probe and Interface Platfoare MR Conditional Theycan be used under the

18T130T  following conditions:

T
T

=

T

The Laser Delivery Probe should NOT be moved linearly during any MR imaging acquisition

The NeuroBlate Systemdempatible with multiple 1.5 T or 3.0T MRI equipment. Please
contact your Monteris Representative for fagilgpecific MRI equipment compatibility or
refer to the Instructions for Use Supplement (80%/6Gompatible MRI Systems
Supplement) atvww.Monteris.com

Spatial Gradient field af00 Gauss/cm or less
Scan only with a maximum whebody-averaged specific absorption rate (SAR) of 2 W/kg

RoboticProbeDriver rotary motion can be commanded by the user while the MRI is
scanning using the Thermal Sensitive GRE pulse sequence

RoboticProbeDriver linear motion cannot & commanded by the user via software while
the MRI is scanning using the Thermal Sensitive GRE pulse sequence

Image quality is NOT affected while the interface platform display is OFF

Image qualitymaybe affected if the interface platforrdisplayis powered OMluring
acquisition, potentially causing image artifacts.

Probe Driver position is NOT affectedrbutine clinical RF pulse sequences including
Gradient Echo (GRE), Spin E¢tastSpin EChoMPRAGE (8Dfast GRE scaand Echo
Planar Imaging (EPI)

No testing has been conducted to demonstrate MR conditional behavior using MR
sequences not described above

The following table outlines acceptable operation with respect to NeuroBgstemmodes of
operation (see section 1.3) and the MRI:

MRI
No Scanning | GRE Sequence f¢ Diagnostic Imaging
(Idle Mode) Thermometry Sequences*
Standby Allowed NA Allowed
% DICOM File Transfer NA Allowed Allowed
o0 Probe Cooling Disabled Allowed Disabled
o2 Linear Allowed Disabled Not Allowed
S | § | Probe Travel
| < Rotary Allowed Allowed Not Allowed
=z Laser Ready Disabled Allowed Disabled
EmergencyStop Engagec Allowed Allowed Allowed

* Diagnostic Imaging Sequences tested include Gradient Echo (GRE), Spiag®wnF
Echo, MPRAGE (a 83t GRE scan) and EPI
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5.1. MR ImageProbe SignaMoid

The NeuroBlate System familymbbes will create an imaging signal void in an MR image.
Examples of the signal voade given for an MPRAGE sequence usiB§ Siemens systefar
each probe diametefFigure 51). 3T imaging represents the greatest possibility for
exaggeration of actual probe simgth a signal void extending approximately 0.3 mm beyond
the surface of the probe lens in the example below.

In Figure 5.1 for each probe diametengtimages on the top capture the view of the distal

portion of the shaft of the probe, and the images at the bottom are perpendicular to these

acquired at the location of the blue line. The lafbst top and bottom images show the MR

signal void from the prod, and the righimost images have a representation of the probe

overlaid on the images for reference.

LYy 2NRSNJ G2 &adzOO0S&aaTdzZ f & ONeudBl&te poceduteSsear L y a4 S NI
Section 87), the current location of probe is identified from the probe signal void in the MR

image. The figure below giexamples of how the probe signal void may appear and the
corresponding probe location as identified from these images.

Figure5.1:  Parallel(top) andperpendicular(bottom) MPRAGE 3WIR images near the
distal end of the probe and a representation of the probe overlaid (right)
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2U0SYUAlLt TINya 2NJIFIINRa
Perioperative complications for brain surgeries such asddiRled neurosurgical

ablation may include: sensory, cognitive, or motor deficits; hemorrhage; brain
edema/swelling; seizures; general weakness/paralysis; pain; infection (e.g. meningitis or
surgi@l site infection); bone fracture; allergic anaphylactic reaction; cardiac arrest; or
death.

LaserDeliveryProbe advancement intopr laser delivery icerebral vasculaturenay
result in hemorrhage

LaserDeliveryProbe trajectories which transect critical cortiegpinaltractsor
overdosing with thermal energyayresult in patient injury and permanent neurological
deficits.

Protracted patient immobilation maycausedeep veousthrombosis(DVT)

Inaccurate Laser Probe delivery to the intended target within the breagresut in
hematoma, embolic eventgleeding orunintendedmajor tissue damage

Inserting the probe along thieajectory to the target tissugandor laser ablation near
eloquent brain areagnay result in collateral damage to anatomical structures and
related patient complicationd.aser Delivery Probe advancement into, or laser ablation
in cerebral vasculature or highly vascularized targets (especially in patients with
predisposition to bleedinghayresult in hemorrhage.

A malfunction or misuse of the NeuroBlate systerayresult in aprolonged,
incomplete or aborted procedure.
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7.1. MRIPROTOCOLSNDDICOMMAGETRANSFERETUP

MRI Sequence Protocols

It isrecommendedo create aNeuroBlate specifisequenceprotocol folderor liston the MR
user interface softwarsothe operatorcan easily identify, logé@nd executehe requiredMR
acquisitions.It mayalsobe beneficial to include routine radiology pulse sequences for easy
access during the case.

Fast3D spoiled GRE sequences such as FSPGR or MPRAGE cafobéassedeliveryprobe
signalvoid identificationas well as TI72 weighted fast spin echo sequengdse to their
minimal imagesignal voidn the presence of noonductivematerialg. These types of scans
should be executed on the MRI only when linear or rotary probe motiaotiactive

During system installatigrthe MRI scanner will be loaded widppropriateGradient Recalled
Echo(GREpulse sequends)configured tothe specifications required bihe NeuroBlate
System The followingparametersfor the given MRI systemmustbe usedexclusivelyor
temperature monitoring:
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Siemens MR{ 2D FLASH Standard

Fast(SW v3.8 only)

Name*

TR

TE

Measurement acquisition tim4
Flip Angle

Number of Average

Pixel Bandwidth

FOV

Slice Thicknes

Dist Factor (Slice Ga

Matrix Resolution

Phase Partial Fourig

Slices per measuremer
Number ofmeasurementg
Delay between measurement
Reconstruction

Fat and Water Suppressid
Phase oversamplin

Auto Align (VB19 only

Filter

Distortion Correction
Multi-Slice Mode

Series

Shim Mode

Positioning Mode / Table Positid

AutoLITTor NeuroBlaté Thermal Seq (GRE),

81 ms

19.1 ms

7.78s

23 degrecommerded[range: 2330 deg]
1

100 Hz/pixel

256x256 mm

5mm

5% or 0.25 mm

128x128

6/8

3

512

00s

Phase AND Mag

None

0

Disabled

Prescan Normalize enabled
2D (Unfiltered Images NOT checked)
Interleaved

Interleaved

Standard

FIX / H=0mm

NeuroBlate Fasthermal Seq (GR
48 ms

8.8ms

4.6s

18deg

\

* Must contain "Thermal Seq (GRE)"

Note: The only parameters whiatan be adjusted are slice position/orientatigghase encode
directionand flip angleWhen a flip angle range is providetietlower flip angle can optimize

SNR in some tissue types.
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GE MR} 2D FSPGRStandard Fast(SW v3.18Tonly)

Details

Series Description’

TR and TEH
Freq. FOV
Phase FO
Slice Thicknes
Spacing

Freq. Dir
Acqgs Before Paus
# Slices

NEX
Bandwidth
Flip Angle

Measurement acquisitiotime

AutoLITT (or NeuroBlat@hermal Seq (GRE
Automatically set by NeuroBlate system
25.6 (cm)

1.00

5.0 (mm)

0.2 (mm)

UserDetermined

0

3

0.75

6.41 (kHz)

13 degrecommended|[range: 1330 deg]

~8.2

NeuroBlateThermal Seq (GRE)
Automatically set by NeuroBlate

—_

L Same

11 deg (must be set manually at
the MRI console)
~4.8

Multi-Phase Phases per Locatio
Phase Acquisition Orde
Delay After Acq

170
Interleaved
Minimum

Acceleration Phase

1.00

Imaging Options

ASSET, MPh (MuPRhase)Seq(Sequential)

Same

* Must contain "Thermal Seq (GRE)"

Note: The only parameters which can be adjusted are slice position/orientation, phase encode direction and flig
angle. When a flip angle range is providethe lower flip angle can optimize SNR in some tissue types.

Parameters TR and TE cannot becsgtectlyusing the GE MR user interface. These parameter

valuesand othersare set automatically just prior to acquisition by the NeuroBlate system via
the GE LAIS communication interfaeng USER_CV values noted below

See workflow step: 8.8.1 ENABLE THE MRI FOR REAL TIME TRANSFER.

2D FSPGR Paramets

USER_CV name

Value- Standard

GE MR Version

TEC Echo time act_te 19100 ALL
TR¢ Repetition Time | act_tr 27000 ALL
Reconstruction rhrectrl 29 ALL
Matrix Resolution rhimsize 128 ALL
ASSET Factor opphasset_factor | 1 VV23.X and below only
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WARNING for GE MRT.0 prevent corruption of MRI thermometry data and potential patient
injury, use of the ASSET optiomgguiredwhen using compatible receivanly, multichannel
surface coils.

- e.g. as shown below, GEcBhannel Flex Phased Arr@gft) and 16-channel Flex (right
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PhilipsMRI¢ FFE

Scan type

Scan Mode
Technique

Contrast enhancemen
TR

TE

Flip Angle

NSA

Imaging
M2D

FFE

T1

27msec
19.1msec
13t030 deg
1

Summary Panel:

Water Fat shif(3T)/ BW (Hz)| 4.346 pixels / 99.9Hz [Total scan duration
Water Fat shif(1.5T) BW (Hz)| 2.175pixels / 999Hz Rel. signal level (%)
IIZZ(())\\//F\;ALF iggmm Act. TRITE (ms)
FOV FH 16mm ?i*;:'eigaknot'me
Acq Matrix| 128x96 .
Slice Thicknes| 5mm ACQ matrix M x P
Slice Gag 0.25mm ACQ voxel MPS (mm)
Sacks| 1 REC voxel MPS (mm)
Stacks typd Parallel Scan percentage (%)
Slice Scan Ordq Interleaved Packages
Slices| 3 Min. slice gap {(mm)
ReconstructiorMatrix | 128 Act. WFS (pix) [ BW (Hz)
Recon Voxel siz| 2 mm Min. WFS (pix) / Max. B...
Slices per measuremer| 3 Min. TRATE (ms)

Number of measurement
Dyn Scan time

Fast Next Sca

Images

Fat and Water Suppressid
Phaseoversampling
DyramicStabilization(on 3T)
Coil Selectiorf

Dual coll

CLEAH

Shim

Geometry Correctior]

512 (maximum >10000)
8.2sec

No

1:M 2:P 3:no
None

0

Enabled
SENSIElexL

No

No

Volume

Default (2D)

SAR [ local torso
Whole body / level
B1rms

PNS flevel

Sound Pressure Level (...

26:52.5

102

27/19.1
00:08.2
00:19.8

128 x 96
200/2.00/5.00
200/2.00/5.00
100

1

0

4,298 /101.0
0.165 f 2639.8
75121

< 21%

< 0.2 W/kg f normal
0.74uT

34% !/ normal

3

Note: The only parameters which can be adjusted are slice position/orientation, phase encode
direction and flip angleWhen a flip angle range is providetgetlower flip angle can optimize

SNR in some tissue types.

With PhilipsFlex L coils plugged in, use the defadlbi&electiore on Philips R5 systems

OLY3ASYAIL 0 y2N¥Iffteée asSid sA0K
also set the Postericand QBody coil as shown below:

idKS

G{ Yl NI {
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Summary, Geometry Contrast, Moon Dyn/éng Postpros. Offcréng [Colls. Co nrﬂcts—

¥ Smart Select Stacks: 3

En o

17:54 This turbo or epi factor leads to an increased voxel size

DICOM Image Transfer Setup

node to allow image data transfer. Consult the MRI System documentation for MRI

@ The MRI System should be configured with the NeuroBEBadéemas a remote DICOM

T
T
T

specific details.
Siemens Syngo Interfadested asMonterisin the drop down list of th&end Tdunction.
GE Interfacelisted as theMonterisnode under theDatabasdunction.

PhilipsPatientDB Watcheinterface: Two DICOM Nodes are configured. One (having an
YweeQ fFHo0Sfv Aa RSRAOFGSR F2N adSLW wm 2F GK
2F GKS aKSIFRSNJ a0l yéo ¢tKS 20KSNJ A& NBaSND
NeuroBlate ér planning purposes. This one is typically named MONTERIS.

Tl

Constraints:

0 Localizer®r Surveys these are not needed fdleuroBlatesetup and should not be
transferred.

0 MRI scan execution should only be done when linear or rotary probe motion is NOT
active

o Dual Echo sequencethese sequences produce two image data sets within the
same series folder (T2 and Proton Density weighted) at identical positions and
orientations. If these are used for T2 weighted images, only copy the desired image
subset. Currery, the NeuroBlateSystensoftware does not handlafull series
containing both image types properly
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7.2. CQTANKS

WARNING Medicalgrade C£8 A1 S Ga9¢ (Fylasx dzyt Saa 2iKSNE
& UNSAFE and should not be brought into the MR suite within the 5 Gauss line. Use
caution when replacing tanks

WARNING Tank valves must be closed before replacifgrious operator injurymay
occur.

TheNeuroBlateSystenmuses medical gradéQ gas codnt for the LaserProbe(Figure7.2). The

9f SOGNRYAO& wl Ol A& RSa&A IyftéRusais2equitaitb Ripplyg 2 a9 €
the tanks.

ToReplace Cg&ianksprior to eachsystem use:

 SlidethecQ[ AYS ,21S 20SNJ 4KS ¢yl =Ft@dS FyR IfA
the inside of the Yoke with the two holes on the Tank Valve.

1 Tighten theCQ Line Yoke -Handle clockwise using the Tank Valve Wrench attached to
the wire tank holders on the Electronics Rack to ensure an airtight connection.

1 Again using the Tank Valve Wrench attached to the wire tank holders on the Electronics
Rack, open botleQ tank valves (counteclockwise).

1 Ensure pressure gauges for each tank read >4500 kPa (>650 psi).
CQTank removal:

0 Usingthe tank valve adapteattached to the rack, clodeoth CQtank valves
(clockwise).

o Carefully loosen the GQine Yoke -Handle counteiclockwise.

WARNINGTank valves must be closed before replacing otherwise serious operator
injury mayresult
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CQLine
Yoke
CQLine T-Handle
Yoke

Figure 72 Emergency Stop and Electronics Rack with moun@@Tanks

An Emergency Stop switckeg red arrow Figure 7.2 located inside the door of the
Electronics Racknd is intended to disable the system in an emergebBeying normal
operation, exsure theEmergency Stop switch is not engaged (red light should not be on). To
disengage, twist the red button clockwise.

-44-



2. .% MONTERIS NeurdBlate®Systeminstructions for Use
T MEDICAL 80577RevF¢ Juy 2025

7.3. MRISHIELOPENETRATION FONEURMLATECABLING

Filter Panel MRI Scan Room Side  Filter Panel MRI Equipment Room Side

Filter Panel 2 MRI Scan Room Side Filter Panel 2 MRI Equipment Room Side

Figure 7.31 RFFilter Paneland Dust Cover Locations

The Monteris RF Filter Pan€idure 7.3}is part of theMRI systenpenetration panel in the
wall between the MR equipment room and scan room. The filter panel allows power and
communication to the MRionditionalrobotic system which drives the position of the laser
RSt AGSNE LINRPOS AlyeledirisaScorinictiois $iyeiil@dpanki8dgRunded
to the RF shieltb preventconduction of noise into the room.

Typicallythe NeuroBlate cabling is left permanently attached on both sides dfiltee panel.

1 If the installation requires the cables to be disconnedbetiveen casesnsert dust covers
into the laser fiber and optical temperature sensor connectehen plugsare not inserted
(seeorange arrows-igure 7.31and cover the end of the temperature semdioer with the
protective sleeve
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Note: An Emergency Stop switcim@ge righj

is located inside th&IRI scan roonand
connected to the RF filter pandlhe stop
switchis intended to disable the system in an
emergency. During normal operation, ensure
the Emergency Stop switch is not engaged (r
light should not be on). To disengage, twist tt
red button clockwise.

Figure 7.32 WaveguideFilter PanelAssembly and Dust Cover Locations

1 Insert dust covers into the laser fiber and optical temperature sensor connectors when
plugs not insertedsee orange arrows Figure 7.2) and cover the end of the temperature
sensor fiber with the protective sleeve
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7.4. NEURMLATESYSTEMCONTROM/ORKSTATIAN

The Control Workstatiorsiequipped with an Emergen&gop switch(red button)located on
the front of theControl Workstatior(see Figur&@.4) whichisintended to disable the system in
an emergencyCheck that the £topswitchis released (red light should NOT be dhit is,
twist the red knob clockwise to release.

1 Turn on the power switch at the side of tlk®ntrol Workstatior(see Figur&.4) and the
monitor will display NeuroBlate System logo launch screen.

91 Double-clickon the FusionSfor NeuroBlateSystemconto launch the software application.

CAUTIONThe user must perform Shut dowrunder at theStartmenu of the
Windowsoperating softwarebefore using the power switch to power down the
system Failure to do so may result in software failure at restart

CAUTIONFull power shutdown athe system takes 2 minutes. After system
shutdown wait 3 minutes toestart power or the systenmayfail to start up.

. Emergency
Stop

Power !
Switch [

Figure7.4:  Control WorkstationGen 3 (top); Control Workstation Gen 4 (bottom)
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7.4.1. Software Boot Up and Launch Screen

The LCDnonitor in the Control Workstation will displaihe boot up sequencafter system
power-on. When completed, the login display will appear (Figudelieft).

T

T
T
T

Figure 74.1. Boot W Display(left) and Desktop Display (right)

Click anywhere on the boatp screen to allowhe Service Usasr Site Usercons to appear
Click the icon labele8ite Use(yellow arrowFigure 74.1left)
Type in the password provided by Monteris Medical

Confirm workstation PC time and date displayed on lower right side of the display matches
the current time and date of the MRI hasbmputerto ensurethe timescale of patient data
from the MRI is more accurately aligned to events within the NeuroBlate system

- Contact Monteris Technical Support if changeshie time setting are required

Double-clickthe NeuroBlate Fusioizon to launch the software application (Figurd.1.
right)

NOTETheFusionSt Software must be running before any DICOM data can be
sent to theControl Workstation from the MRI.

Upon start upFusionSSoftwarelaunches irthe Starttask(see Figure Bl next page)The
defaulttaskprovides a system diagnostic overvievdhe user can move betwedhe workflow
tasks as noted by theans in theupperright corner of the screen
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7.5. NEURMLATEHUSIONSHt SOFTWARBAPPLICATION

System Messages

No System Selected

System DiagnosticST Peripherals
[ ManPc | [ P

Version 11490

Reboot

Version. 99.99.99 99
Up Time: 00.17.46

Reboot

Probe Status
e

Figure 7.5 FusionSUser Interfaceg Start Task

NeuroBlateFusionSSoftwareprovides appropriatéasks, suggests workflows (sequences of
actions) and provides appropriate toolsrwonitor Laser Interstitial Thermal Therapy (LITA)
sample view of the opening screen is shawi7.5

FusionSprovides specific interactions with théeuroBlateSystem Hardware, assisting the user
in selecting and settingardwareparameters, all while providing key safety controls, data
collection, and feedback to the user.

The Probe Status bar in the lowéght-hand corner displays the laser probe linear and rotary
positions as well as the type of probe that is plugged intocivenectormodule and probe
temperature.

The $art screen displays diagnostic indicatéos key NeuroBlate systemshich are constantly
monitored when the system is powered on. Systems displayed with a green status color
indicate a normal operating status. Systems displayed in the color red indicate an error
condition. Contact a Monteris Clinical or Service Repres@etan the event of a red indicator.
Clicking on any one of the System Diagnostic icons will allow more detail regarding the system
operation to be displayed to the right of the w® (see figure 7.5.1)
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7.5.1. Workflow Task Icons and Description
~—

Menu Bar

System Messages

No System Selected

Peripherals

Probe
Type: FullFire 2.2

@ System Status =

Figure 75.1: FusionSTask Icons

There aresixmainsoftware task screens represented by icamshe upper rightscreen

including Start, Registtion, Volumes, Inserfireatand Admin(Figure 7.5.1). Fusie®

constantly saves the active Treatment Profile (the collection of input data, user decisions,
instrument conditions and thermal dosing data currently being worked on or executed).

| 26 SGSNE aKz2dzZ R (KS dziing dkBting infadniafionpatentaBriudzt (G Ay
to the patient(such as firing the laser or moving the LDP within the patient), RSm@quires

the user to cafirm change before proceeding.

Start-Diagnostic Dashboamhd Robotic vs. Manual Mode for LDP manipulations
Registation - Coregister image datasets
Volumes- Create user defined volume contours

Insert- Define LDP rotary orientation
Match software rendered probe position taser probevoidon MRI image

Treat- Thermometrymonitoring during laser delivery

ES BERRA[

Admin- Reportsprocedure detailsdisplays screenshots and alloesmment insertion
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7.5.2. Main MenuBarOptions

Table 7.5.2: Main Menu Bar Dropdown Menu Options
File Open Rofile - Load an existing patient plan from a folder

Import Profile- Import patient Plan/Profile from a hard drive folder in Windows
explorer and move to local Plan directory.

Export Profile- Export a patient Plan to a folder
Load Images Load DICOM data (accepts DICOM standard only)

Exit- Close the software application

View Show Navigation LinesAllows the user to hide the croseference navigation lines
displayed in the image view panes

Show Annotations Allows the user to hide the annotations
Reset View SettingsResets the viewport settings to the default setting

Tools  Compare SeriesCompares two different image data sets

Disable DMAX- Allowsthe user to remove controls which monitor incoming thermal
imaging data for RF noise and anatomical motion which will stop laser delivery when
detected. When selected the Warning

dialogue box (image right) will be
displayed requiring the user
acknowledge DMAX is disabled.

A Noisy image check will be disabled. Are you sure you want to proceed?

WARNINGWIth DMAX disabled, the software will no longer detect RF Noise nor
A anatomical motion which may affect the contour lines. Proceed with caution.

Help About FusionSfor NeuroBlate

a About M-Vision for NeuroBlate *

M-Vision

Monteris Medical Inc.

Patent Notice Under 35 U.5.C. §287(a): Monteris Medical products and
associated processes are subject to the United States patents and pending
applications identified at www.monteris.com/patent

Version 3.18.0.19 Expiry Date 6/6/2298

3rd Party Licenses License Key 7c10c942773f
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7.5.3. Toolbarand System StatuBescription

View Tools Help

Figure7.5.3: Main Toolbar

All FusionSworkflow tasks with the exception ofStartuse a common toolbafFigure 7.5.3),
found at the upper left side of the software GTUhe Toolbar icons apply to functions used for
selection, imagenanipulation or image adjustment within the
image view panes using the left mouse button (unless otherwise

noted in table 7.2)Workflow hints are displayed in the right screeglE
menu under the task icons.

Draw parallel contours on any plane or draw perpendicular contours on the Axial and Coronal viewports.

System satusinformationis constantly updated and gisplayed on théower left side of the
GUI Information may include the last stegpmpleted promptsregarding the next step to be
performedor system errors. The user shouttbnitor the displayed information.

Error messages that appesinouldbe acknowledgeday right clicking on the Status Bar and

selectingDismissn the context menu that appeardf they are not acknowledged they wsliay
on the status bar indefinitely.

2017/09/13 15:25:01.380 Cannot determine parameters for curmrent treatment planes . Invalid probe position.
2017/09/13 15:25:01.06 Cannot determine parameters for current treatment planes . Invalid probe position.
2017/09/M13 03¢ Cannot determine parameters for current treatment planes . Invalid probe position.
2017/09/M13 1: 9.4 Draw parallel contours on any plane or draw perpendicular contours on the Axial and Coronal viewports.
2017/09/M13 94 Cannot determine parameters for current treatment planes . Invalid probe position.

2017/09/13 62 Cannot determine parameters for current treatment planes . Invalid probe position.

2017/09/13 568 Cannot determine parameters for current treatment planes . Invalid probe position.

2017/09/13 11.129 The Siemens MR scanner has been selected.

2017/09/13 20. Draw parallel contours on any plane or draw perpendicular contours on the Axial and Coronal viewports.
2017/09/13 15:09:14.717  The Siemens MR scanner has been selected.

BRI EEEEI X X]

%

Left click thea symbolto the left of theStatus Baprovides adisplayedmenu of all status
updates.Left clickW symbol to close the display menu
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Table7.5.3: ToolsAvailable on Main Toolbar (context sensitive)

Default Arrow Tool used for default manipulation/selection for the GUI

Window Width/Level (image contrast and brightnessjirag horizontally for width,
drag vertically for level

Drag anddrop imagesbetween panes moves images from one image view pan {
the next

Draw and Manipulate Measurement Line<lick and drag to show distance
measurements in millimeters

Magnifying Glass ToaolIDisplays a magnified area inside the magnification glass
wherever mouse is moved

Zoom All- click and drag vertically tmagnify images iall view pans

Panimageswithin the viewport - click and hold t@hange the location adn image
within the current view panéi.e.,moving the field of view center in théew pang

Zoom- Click and drag vertically tnagnify a single imagabout its center

Zoom to Region zoom to display a rectangular area of interest

Zoom to Point- click and drag vertically to zoom to a specific point on an image

Add, Edit, Move or Delete Textcontrolstext box manipulation

Show/Hide Annotations displays or hides annotations on the screen

Show/Hide Crosshai displays or hides visible crosshairs

Invert grayscale of all imagesconverts gregcale to a negative of an image

Toggle single viewport / multi viewport displaychanges from single image displ:
to multiple image display

Reset All Viewports changes displagettings back to original form

Save the current screen to filecaptures a screenshot of the current display to th
saved patient profile

0 1 R 6 2
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7.5.4. Hardware Interfaces

FusionSworkflow can only proceed if the systasproperly configured and connected to the
MRI software interfacerhis willlink the target MRI and thileuroBlateSystenmenabling data
communication between the two system®Patient data in the form ofDICOM)mage files

must beavailableon the NeuroBlateSystemo create a new patientlan. This data is
transferred from the MRI té-usionSusing the standard DICOM send (or push) mechanism on
the MRI console. ThereDability to query the target MR system for patient image files and
initiate the download fronfFusionS TheNeuroBlateSystems configuredas a remote DICOM
node on the target MRdt the time of installationn order to transfer data from the MR system.

7.5.5. MR Thermal Data Transfer

Temperature sensitive MR datanet sent to theNeuroBlateSystermusing theroutine DICOM
push mechanism from the MRA directtechnique of automated data transfer with minimal
latency must be used. Depending on the MR vendor, an additional LAN connection may be
needed between thé\euroBlateSystemand the MRI internal private LAN in order to receive
nearreal time MRI temperature sensitive data necessary for thermometry calculations.

Only qualifiedMonteris service personnel should complete these connections and configure the
parameters on both thé&euroBlateSystemand the target MR(this is part of the system
installation procedure)

For some MRI vendors/makes/models, the communication cable may be disconnected between

the MRI and the NeuroBlate System. If this is the case, this communication cable needs to be
reconnected prior to starting a NeuroBlate procedure and should be disctethafter the

bSdzNRB. £ FGS LINRPOSRdz2NB & Ly &a0SylFNA2Qa gKSNB (K
connect/disconnect is needed prior to a procedure.

7.5.6. Initiating Data Transfer Interface

For some MRI vendorsd., Siemens)n advance oekachNeuroBlateSystenprocedure the data
transfer interface must be enablddllowing patient registrationon the MRI systemNote: The
MRIsystem reverts to the default configuration at the end of theuroBlateSystenprocedure
when the patient exam islosed on the MRIOther MRI types do not require any specific
instruction prior to the procedureSee workflow ste8.8.1ENABLE THE MRI FOR REAL TIME
TRANSFER
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Software—/ \

. I""x Rendered

LDP

Figure7.5.71 Main User Interface Layout

The NeuroBlate System FusiSrSoftware monitors three, 5 mm thick slglanes separated by
a 0.25 mm slice gap simultaneously during thermal deliveigufe 7.5.71)There are 13 slice
plane locations available for thermal imaging along the set trajectory which are numbered
Distal 2 (D2), Distal 1 (D1), 1 throHProximal 1 (P1), Proximal 2 (PB)e center of each slice
plane is described by the parallel white dotted lines above. The slice plane positions are
determined by the position of the Probe Deepest Penetration (PDP) in the Foisimert task.

The three active thermal monitoring planes displayed during the ablation are rendered as solid

red lines. The default position for the middle (second) slice is centered ~ 3 mm proximal to tip

of the clear probe lens capsule for all laser probe types.sbftevare rendered (laser) probe

(SRP) displayed in FusiSrcan be manipulated in either linear direction by 2 mm to rest
0S06SSYy (KS 2dziSNJ FyR OSYyGSNJ at A0S LI} lySa ol a
automatically adjust the center slice to tldefault position on the probe with a >2 mm move.

WARNINGThe ability to monitor ablation progression is limited to a zone that is1@bin

depth along the axis of the probe separated in threeyrd MR acquisition planes and 6tm in
diameter within each acquisition plane perpendicular to the probe and centered at the probe
axis intersection of each plane. Thelane thermal monitoring slice acquisition should have its
midpointcentered at the area of greatest heating as displayed in FtSiaith the thermal
temperature maps. To prevent patient injurymansion of the thermal ablation beyond these
zones must be carefully considered since it is not being actively monitored.

The SideFire probe emits laser energy directionally from a 1 mm laser focalher€allFire
and NB3 laser probeamit laser energy in all directiorfsoth radial and longitudinal directiohs

WARNING Creating a greater than 7.5mm radial ablation area may exceed the NeuroBlate
{eaidsSyQa FoAfAGe (G2 Y2yAld2N) GKSNXYIf R2aS Ay 0
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Figure 7.5.72: SRP Appearance for Each Laser Probe Type and Laser Focal Area

¢CKS a2FdgoF NE NBYRSNBR LINE -SHftwaréi§ dependenit datlis | NI y O
LINPO6S GKIG A& LI dzZ33ISR Ayod LGQA RAaLX @SR aAal $
the magnification factor of the MRI imaging imported into Fus$h also renders true to scale

GKS LIISEFNIyOS 2F GKS f1FaSNJILINRPoSQa Of SN &Sy
LINPO6SO FYR 2LIWGAOCIE F201f oflaSN) SySNHe SYAaah

The 2.2 and 3.3 FullFire LDP have 6 mm long laser focal (laser energy emission) areas which

begin 3 mm proximal from the tip of the laser probe lens capsule and is identified by the blue

line inside the end of the software rendered probe (Figure 7.5.P2pbe linear position with
NBaLISOG G2 GKS GKNBS atAO0S LXFySa Oy 06S akKaAT¥
center before the 3 planes auto adjust to a point 3 mm above the tip of the probe lens capsule.

The 1.6 mm NB3 probe has a 4 mm long laser fiber focal area which begins ~2 mm proximal to

the tip of the laser probe lens capsule and is identified by the blue line inside the end of the

software rendered probe (Figure 7.5.72). Probe linear position wipect to the three slice

planes can be shifted 2 mm proximal or distal to the center of the slice plane before the slice

planes auto adjust to a point 3 mm above the tip of the probe lens capsule.
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8. bSdN2. fIGStT {@2aiGSY t NPOSRdz2NBE 2 2 NJ

8.1. SYSTEMSTARTUP ANDPROCEDURBREPLANNING

8.1.1.FusionS Software Start Screen

(] Probe Driver System Messages
Robotic Motion Enabled
Iods States

Linear: Ready Rotary: Ready

@ Linear Motion Test
Test Nol Run

© Rotary Motion Test

Main System

FullFire 2 2

Fullfiro
22

Figure 8.1.1: Start Task

Onsoftwarestart-up, the user can selethe System Connectivitgon to display Main System
and Peripheratonnection details show at the bottom of the Start Task screen (yellow boxes
Figure 8.1.1).

The NeuroBlate System is configured for the host MRI during installation. If the NeuroBlate
System is moved to a different host MRI, a Monteris representative must configure the
NeuroBlate system for the intended MRI

CAUTIONIf unusual software behavior is observed at any given workflow task, the user
shouldexit the treatmentprofile, exit the FusionS application and then #faunch.

If the workflow involves the use of a trajectory platform without the
Probe Driver, select therobe Drivediagnosticbutton and click the <o, MONTERIS
Manualbutton in theProbe Drivediagnostics menu (yellow arrow E
Figure 8.1.1) Default selection assumes use of the Robotic Probe Driver.

Proceed to the next desired workflow task by selecting the appropriate task icon on the upper
right side of the GUI.
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On the day of the procedure and upon stag of the Fusioft Software (see Figures 7.4 and

7.4.1), the system diagnostics at tBéarttask oY er— ) Gooling System
should be used to ruiiestTank Pressure Test © tank Prossure Test
andLaser Foot&dal Test. © Lasersystem vl |
O | g
I Ensure the Cg&3anks have been completely =SS Tos Nk Fun
opened at the Equipment Rack YT ranEa
1 Select theCooling Systerutton and click i

the Run TanlPressure Teston
- After the test is successful, the display shoutadv appear ashown(image aboveight)

1 Select theLaser Systerutton and click the © Rack Hardware )
Run Foot Pedal Testitton ® e iy
f Depress the laser foot pedal attached to thefll RASSRES © FootPodal Test

Run Foot Pedal Test

ControlWorkstation for 3 sec and release © Probe Driver a0l Tine Sio Lost Pt/ 000216

- At successful completion, the display shou s

look similar to the image to the right Y Ty ——

o Rack Hardware Probe Driver

o Probe Driver

Manual Motion

Automatic m
Probe Type: | FullFire 22 v

Confirm Probe Type:

Confirm Probe Type

(] Probe Driver
Manual Motion

o =D

FullFire 1.6

Robolic Motion Enabled

@ Cooling System

@ Laser System s States
Linear: Ready Rolary: Ready

& Probe Driver - -
© Linear Motion Test

Test Not Run
O MRI

If the workflow involves the use of a trajectory platform without the Probe Driver, select the
Probe Drivediagnostic icon and click tidanualbutton in theProbe Drivediagnostics menu
(yellowboximageaboveleft). Default selection assumes use of the Robotic Probe Driver.

Conned FullFire 2.2
C g

| FullFire 3.3
© Rotary Motion Test |

Test Not Run SideFire 3.3

1 TheintendedProbe Tpeused must beselectedfrom the dropdown(image aboveniddle)

1 Confirm that the selected probe type is the probe type that is plugged into the system and
selectConfirm Probe Typgellow
box image above right)

1 Thedisplaywill change toProbe
Type Confirmeand theselected
probe type will now be displayed |
underPerpherals and in the lower
mostright side of screen next to
the System Statuson

Peripherals

& System Status
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8.1.2. Load and Register Image Data withiregistation Task

Figure 8.1.211 oading DICOM Data Registation Task

TheRegistation task allows image data pushed from the host MRI scanner to be received or
loaded from USB drive. In this task, loaded images can be manually or anatomically co
registered.

The user can also load DICOM data such agpienaging from a USB drive using the following
steps:

Note: The user must ensure thahg removable device (e.g., USB drive) or CD/DVD media be
free of computerviruses or malwareébefore connecting to the system

1 Select theFILEmenu >Load Image¢DICOM standard format only)

1 Once theLoad DICONData boxappears on the screen, seld8towseand navigate to the
desired USB drive to load a DICOM dataset

1 Use Windows Exploré&rowse For Foldenenu to
find the desired data folder to load

0 Click the desired data folder and cliok
o The data will automatically load to the B

. 4 Data (D))
FusionS Software ‘b
Previously planned or completed cases, called Pyl
Treatment Profiles, can also be opened: e

1 Select theFILEnenu >Open Profile. + 1 ClMontes

4 2012-11-19 11-24

Browse For Folder =

Select Profile Data Folder

1% Computer

1 select Browse and navigate to the desired USB dri
to load a DICOM dataset

Note: If a dataset is loaded which does not match the [
patient data of previously loaded datasets, the error
message shown to the right will appear.
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If multiple image datasets are loaded, all sets used for
planning must be registereand verifiedto a Master Data
Set (default will always be the first image dataset loaded
Any of the image sets loadedRegistation can be

designated as the Master series by right clicking on the
corresponding image thumbnail views to the right of the = prer—
image view panes and selectiBgt As MasterAny data

futo-Register
set can be erased from the software by right clicking on
image thumbnail and selectiglear | ———

CAUTIONIf all images are cleared the user shociloie the treatmentprofile, exit the
Fusion application and thenaunch.

If the incoming images do not appear oriented correctly the views may be rotated using the
View Plane Rotation tool.

The View Plane Rotation tool enables-di®iensional rotation to correct the views to match

the desired orientation. The View Plane Rotation tool rotates all 3 views together and maintains

the relative orientations between the views. After selecting thevwPlane Rotation tool, click a
single view and drag around the clicked pdmtotate the selectedview. When the mouse is
released, the other two views are-gdignedto matchthe vertical and horizontal axes of the
rotated view.

Figure 8.1.22View Plane Rotation in Registratiohask
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¢CKS NRGIFGAZ2Y OKIy3aSa NB al @SR a GKS a5S7¥FI dz
functionality will now reset back to the updated orientations. This allows for resetting the pan,
zoom, and window level without affecting the rotation.

The View Plane Rotatidool affects the Master series. tiie tool isused on a verified
registered secondary series, the Masseries igotated along with the secondaseries To
avoid unintentional rotations of the Master seriesjgfunctionality is only allowed on series
that have been verified as registered to the Master series.

X Mo—Regmhon
. Auto-Register

Rotate

i} Registration Tools '

n
2

=
2
N
X
n
=
o
S
=1
S
S
2
2
=]
=1

—_— |
Registration Verificath

Verify Registration

Undo

Figure 8.1.3: Image CeRegistration inRegistation Task

1 Click a thumbnail view to the right side of the image view panes for the desired image
dataset to beregistered (highlighted green in Figure 83).2

 SelectAuto-Registe® NBY (G KS YSydz FyR (KS a2FGé6F NB SAff
the two anatomical data sets, based on gletermined thresholds within the anatomy

If the automatic registration seems inaccurate or if manual registration is desired as a starting
point prior to AuteRegister, use thRotate or Pamcons undeRegistration Tools the right

menu to adjust the secondary image
over the Master.

Note: Once the Rotate or Pan icon is
selected the master image will be
colored red and the secondary image
will be colored green (image right).
When images have been aligned, the
appear in a yellow hue as shown in th
image to the far right.
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1 Use theRotatebutton to rotate the secondary image around its center
1 ThePanbutton allows the secondary image to translate to the desired location.

1 While in manual registration mode, the shift key can be used to switch Fanand Rotate
mode quickly while editing. If thRotatebutton is selected on right, holding Shift key
appliesPanfunction and vice versa.

1 TheUndobutton to clear any Pan, Rotate or AdRegistration action previously completed.

Figure 8.1.2: Using theBlendtool to assess registration accuracy

1 Use theBlendslider bar in the right menu bar to blend the imported data set into or out of
the Master series (yellow box Figure 84).2

This tool is to be used to verify the registration accuracy of each image set regisiehed
Master.The blend function is disabled while in manual registration mode.

1 Once an imported image set is registered appropriately to the premmm———
Master series, th&/erify Registratioicon must be selected —
Verify Registration

91 Prior to proceedngto the next workflow step, the user shall
visually inspect alignment to master of ALL poesly loaded
secondary serieOT ONLMe last one verified

Undo

1 If any misalignment isbserved with any secondary serigsthe master, theusermust
remove anyincorrectly aligned secondary seriessame study

WARNINGEXxtreme care should be exercised during visual verification of image
registration. Ifanimage series cannot be accurately registetedhe Master seriesit
should be deleted before proceeding to treatment planning or thermal monitoring.
Inaccurately registered image data sets may result in improper identification of the
intended thermal treatment area, which may lead to patient injury.
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8.1.3. Create Region of Interest (ROI) Volumes within tfelumesTask

MDA 2334 PATNAME : MDA 233 PATID

Figure 8.1.31Create an ROI Volume Molumestask

TheVolumedask allows the user to outline up to teagions of interest
(RO) volume contour annotations within the data set in different (pre
set) colors. Arolume contour can be defined using software tools
within the FusiorS Software as described in the following pages. The
user should consider outlining the intended ablation area to use as a |y

guide during thermal delivery but this task is not required toveo 2 Contours
forward to ablation.

.
=
Volumes

There are threeontouring algorithms to choose from (the first two
contain a smart brush featurdines snap to borders)

General- used for lessomplicated, spherical structures
Irregular- used for complicated, neapherical structures
Freehand- left clickdrag to trace around structure using the Arrow To

Push

Clear One Clear All

1 Select the desired contouring algorithm undeput Contours

1 Left click and hold while draggitige Arrow Tool across the
intended structure from margin to the opposite margin in a diago
manner on each of the reconstructed orthogonal views on the left
(white arrow tool shown in Figure 8.1.31)

i SelectGenerateo create the 3D volume contour

-63-



MONTERIS NeurdBlate®Systeminstructions for Use
MEDICAL 80577RevF ¢ Juy 2025

MDA 233~ PATNAME : MDA 233 PATID

Figure 8.1.32Edit the Generated Volume Contour

Once the volume is generated the created contours can be edited in the acquisition plane (right
side view pane only):

1 Select thePushicon underEditto changecreated contours with théush Tool

1 Use the Push Tool (Figure 8.1.32) to adjust the boundaries of the initially defined contour
- left click and hold while touching the boundaries of the contour with the Push Tool

1 Use the scroll wheel on the mouse to move from image to image in the acquisition plane
and continue to edit each slice as needed

Note: The size of the push tool can be changed by holding the left mouse barbasing the
Page Up and Page Down buttons, osbyolling the middle mouse wheel to allow larger or
smaller manipulations.

Note: All contour lines can be removed by selecitigar
Note: A single slice contour can be removed by seled@ilear One

Note: If part of the intended structure is not outlined on any given slice, a new contour can be
drawn around the structure using any of the three contouring algorithms uGdeate

Note: The Push Tool can also be used when creating the initial two outlines.
1 SelectCompletewhen desired slices have been edited

1 To create additional contour volumes for anatomical structures or safety zones, follow the
same steps to select the Interactive Tool, followed by the Push Tool
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8.1.4. Saving a Plan

[ . » Computer » Data (D:) »

Organize v Include in library Share with ¥ Burn New folder = - il @

Places
t Place: :
Sample Data

Patent Name One_ID number
Patent Name Two_ID_number

Figure 8.14: Plan Saving Hierarchy

FusionS Software continuously saves all treatmplanning profiles. If the system shuts
down or is turned off during the planning phases, the plan profile will be saved using the
patient name embedded within the DICOM image data loaded into the system during
planning. Figure 8.4illustrates how to determine the name given to the plan, as well
where the data will be stored when it is savetieTplanprofile can be located using
Windows Explorer undddA\MMI\AppData AutoLITYdata\archivaplanfolder. Within

this folder, a subfolder iBrst defined bythe patient namepatient ID number Within

this patient folder is a subfolder havinglate-time string(YYYXM-DD_HHMM)

defining the specific plan profile for the patient.
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8.1.5. Opening a Saved Plan

Figure 8.151: File Menu To Open a Plan

If a plan has been created and saved prior to treatment, this data can be loaded into-Busion
Software using the following steps:

1 Select theFilemenu in the top menu bar of the software.

1 SelectOpen Profildrom the drop down bar under thEilemenu (see Figure 831).

“browe ror Toide; S (o o))

Select Profile Data Folder

M Computer

MMI

-

&L, Local Disk (C:)
-, Data (D)

- AppData
- AutoLITT
data

archive
plan
Patent Name One_ID number

Patent Name Two_ID number
2012-10-22 15-37
2012-10-23_13-12

Figure 8.152: Finding the Saved Plan

T .NRrgas

idKS

21LISYy 9ELX 2NBNJ 6AyR26

gKAOK

NeurdBlate®Systeminstructions for Use

L2 Ay (3

1 Select the saved plan by clicking the patient name followed by the correct treatment profile

number defined by thelate/time string(see Figure 8.52).

Note: Plans can be opened if stored on USB drive by usingrtpert Profileselection under

Fileand then following the same steps detailed above. USB data will now be in the plan

folder.

1 Once the patient data is selected, the plan is loadedegistration

-66-



MONTERIS NeurdBlate®Systeminstructions for Use
MEDICAL 80577RevF ¢ Juy 2025

8.2. OPERATIN®OOM PREPROCEDURBREPARATION

8.2.1. Sterile Probe Delivery Platform

Each of the laser delivery probe (LDP) shall be handled in a sterile field; various delivery
platforms are suitable with options to allow prob&sbe mounted with or withouan RPD. The
appropriate skull anchoring device and RPD should all be sterile and MRI safe.
8.2.2. Patient Preparation
Thepatient may be placed under general anesthgeastandard hospital procedure.

Establish anethod formeasuringa baselinepatienttemperature(e.g nasopharynx,
armpit).

1 Ensure patient has ear plugs in both ears in preparation for MRI scanning.

8.2.3. Head Fixation
¢KS LI GASyiQa KSIFR Ydad 6S FAEIGSR 6AGK |y
coil.

Referto Instructions for Use for th#MRIRFcoil and fixation system used.

WARNING The @tient head must be secured with a Head Fixation Device and remain
fixed within magnet space for entitenaging portion of theutlined NeuroBlate System

workflow.

WARNING If the patient head position changes relative to the head fixation demice

the initial MRI position set during the landmark procedatexny point during the
NeuroBlate Systemrocedure new imaging must be acquired and set as the master
series or thermal energy may be delivered in an unintended area causing patient injury.

8.2.4.ImageGuided Surgery (IGS) System Registration ({Soerile)

Follow Instructions for Use of the Image Guided Navigation System selected to perform
@ Registration of image space to physical space based ofieeative imaging.

1 Use the IGS system to define an entry point on the anatomy as well as the planned incision.

1 Perform visual and manual checks to ensure the des#BdRFcoil will fit appropriately
about the head with respect to the intended attachment of the selected position of the
laser probe delivery platform.
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8.2.5. Prepping and Sterile Draping for Trajectory Guidance Devices

Depending on the trajectory device used to guide the laser delivery probe to target, please
refer to the specific Instruction for use included with each device for preparation and sterile
draping procedures.

Refeto Yl ydzF I OG0 dzZNBENRA LyadNHz2dGA2ya F2NJ ' aS AyOf dzF
delivery platform
8.2.6. ImageGuided Surgery (IGRegistration- Sterile

The imageguided navigation system registration task is performed using sterile technique
based on preoperative imaging.

Once the IGS system is accurately registered, the previously identified entry point and incision
plan is confirmed.
8.2.7. Laser Delivery Probe (LDP) Platform Attachment
@ Follow Instructions for Use to attach the selected LDP Delivery Platform sktitle

8.2.7.1.SkulkMounted Trajectory Devices
1 Attach the device at or about the desired entry location on the skull
1 Align the device to the intended trajectory

1 Trephinate the skull along the desired trajectory using a 4.5 mm twist drifbbithe legacy
probes and a 3.2 mm bit for the 1.6 NB3

8.2.7.2.Skull Bone Anchosuch as Monteris MinBolt

Skull bone anchors appropriate for delivery of the NeuroBlate laser delivery probes must be
manufactured from materials that are MRI conditional at 1.5 T and/or 3.0 T. The internal
diameter of the anchor must accommodate selected laser probe diameten(h62.2 mm or
3.3 mm). The outer diameter cannot exceed 7.95 mm for attachment of the Robotic Probe
Driver.

91 Drill an appropriately sized twist drill hole at the desired entry location on the skull along
the intended trajectory

1 Fix the bone anchor within the created twist drill hole along the intended trajectory
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8.2.8. Create a Pathway to the Intended Target

1 Use standard surgical technique tpemthe Dura to ensure clear passage for thser
probeinto the brain

1 Insert an appropriately sized, rigid probe such as a bioy
needlg stylet or the Monteris Alignment Mandrel
through the delivery platform to ensure proper clearang

for the LDP through skull arialira (image right) Mark or set a
{1 It may be desired to insert a rigid probe or stylet all the \ depth stop on

way to the intended probe deepest penetration (PDP) \ the shaft of
point to open a pathway for theDP through tissue into \ theprobe
the target area \ /
0 This step is optional for the standard 3.3 mm *

diameter LDRInless the intended target is a tissue \

type that is difficult to penetrate. Consideration A

should be given to the density of the intended
ablation target

o This step is required for the 2.2 and 1.6 rlaser
probesto ensure accurate placement along the
intended trajectory

If using the Alignment Mandrel provided by Monteris, note that one end of the mandrel has
a blunted tip and the othehas a sharpip (see image below).

— — — e

Note For the 1.6 aser Probeit is recommended to do this step immediately prior to laser
probe insertion in the MRI suite. Contact your local Monteris Clinical Specialist to source
singlepacked, sterile 1.6 mm Alignment Mandrels

o Depth from the proximal end of the skull bone anchor to the PDP should be assessed
using imageguided navigation or via the surgical planning software to mark a stopping
point or set a depth stop on the shaft of the rigid probe

C WARNINGThe2.2and 1.6 mnmiaser probeschieve target accuracy only if the pathway is
first created to the target witha rigid probe, stylet or Monteris Alignment Mandrel

1 Remove theigid probe from the delivery platform prior to transporting the patient to the
MRI

1 Create ssterile field around the delivery platform using off the shelf draping for transport to
the MRI
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8.2.9. Laser Delivery Probe (LDP) Length and Depth Stop Setting

The correct LDP length and depth stop setting can be determined in the operating room prior to
the procedure by utilizing the point of deepest penetration (PDP) as defined using stereotactic
navigation. The measurement methods described below assume thiebgline anchor is fully

seated in the skull.

Figure8.2.9: Distance to Target Measured frotihe Skull Bone Anchor or Skull Surface
Figure 829t STOGoY aSlI ddz2NS GKS RAadGFyOS a[¢ o6& LXIO
the skull bone anchor and use the navigation system to establish the distance from the top of

the anchor to the deepest point of the target (PDP). Refer to the instmgtior use of the
respective targeting or navigation system being used for more detail as needed.

CAUTIONPDP LOCATIGNis position defines the depth setting of thBPand thus the
deepest point of penetration of the probe tip during probe insertion. During MR guided
probe insertion, the probe can begin treatment from any depth setting along trajectory. The
PDP must be defined at a safe depth location since proberlmetion can extend to this

point.
Figure 8.2.9.1right): Manual calculation can also be accomplished without the use of a
A0SNB2GlI OGAO yIF@A3rGA2Yy aéaidSYyeo Ly GKAa OFaS:s
the skullto the deepest point of the target (PD&)d add 36mm to account for the length of
GKS aidzZf 062yS FyOK2NW»P ¢KSNBF2NB>X GKS RA&adGlryoO
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8.2.9.1. Length& Depth Stop Settindor 2.2 & 3.3 mm LDPwith a Probe Driver
Ll

When using the probe driver, the length of the probe driver must be accounted for when

determining thecorrectlaser probdength and depth stop settingrhe table below shows how

theprobef SY I K FyR RSLIIK aid2L) aSdiAay3da O2NNBalLRyR
when the probe driver is used. The ruler used to set the depth stop is supplied wighdhe

-

| —_—
]

YR Ydzaid 068 aSid 0§ 2al neaRRrereits/dstiS ittt Hfimmj. 2 & [ ¢
LDP Depth Stop Setting 5Aradl yDCr)iVSer With Probi t Dist{arllcedgf) Ft’DP gogﬁSOztEr Ta;bl; (()jf
LDP Size Minimum Maximum Minimum Maximum Minimum Maximum
000 78 mm 98 mm 38mm 98 mm 2mm 62mm
00 99 mm 119 mm 59mm 119mm 23mm 83mm
1 120 mm 140 mm 80mm 140mm 44mm 104mm
2 141 mm 161 mm 101mm 161mm 65mm 125mm
3 162 mm 182 mm 122mm 182mm 86mm 146mm
4 183 mm 203 mm 143mm 203mm 107mm 167mm
5 204 mm 224 mm 164mm 224mm 128mm 188mm

8.2.9.2.Length& Depth Stop Settin@.2 & 3.3 mm LDRithout a ProbeDriver

The tables below show holaser probdength and depth stop settings correspond the desired
LINPOS RNA@S

t5t ORA&AGIFIYOS a[ € 2N) a560 6KSYy y2
supplied with theprobe (all measurements/distances are within £1mm)
LDP Depth Stop Setting 5Aa0ly griéverﬁ/im na Psobe d Di{st?nt(:jittofPDF;fgorg Su{}er 'Ir'éal;)\lcz‘[jo;‘<
;IIDZZ Minimum Maximum Minimum Maximum Minimum Maximum
000 78 mm 98 mm 133mm 153mm 97mm 117mm
00 99mm 119 mm 154mm 174mm 118mm 138mm
1 120 mm 140 mm 175mm 195mm 139mm 159mm
2 141 mm 161 mm 196mm 216mm 160mm 180mm
3 162 mm 182 mm 217mm 237mm 181mm 201mm
4 183 mm 203 mm 238mm 258mm 202mm 222mm
5 204 mm 224 mm 259mm 279mm 223mm 243mm

When using the ruler without a probe driver, theser probedepth stop must be set to a

RA&GlI YOS Sljdzr £ G2 YAYydza pp YYO®

If using anchoring devices other than those available from Monteris Medical, please refer to the
NBaLISOGADS YIydzFlI OGdzZNBENR& LyadNdzOGA2ya F2N | a

af é
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8.2.9.3.Length& Depth Stop Settingor 1.6 mm NB3Probe

e ALIQJARGEL 2l il & & ; Bt & = & & 3 0 % e B EBEESENN
ll“ll . Wr Pl o A S &5 8 8.8 8.3 0 B8 8.8 8.8 5680

The NB3 laser probés providedin a single lagth with a floating depth stoRefer to section
86.1.288613F2NJ AYyaiNHzOGA2ya G2 aSi RSLIM28.2 YSI adz

8.3. PREP FORRANSFER TdRI

For NeuroBlate procedures performed in a Diagnostic MRI the sterile field created around the
LDP delivery platform must be maintained throughout the entire procedDrape the patient
headfor transfer b the MRI according to hospital procedure. A sterile bag may be placed
around the patient head and sterile field.

For NeuroBlate procedures performed in an intf@erative MR, the sterile field created
around the LDP delivery platform must be maintained throughout the entire procedure
following hospital procedure.

For IMRIS surgical suites, ensure the table height is smriterthe head at the MRI bore
isocenteras well as ensure that the tablelével.

8.4. INTERFACRLATFORMIP)ATTACHMENDETACHMENT

C Referto the Monteris Medical AtamA Stabilization System Instructions for Use

Depending on the sitspecific workflow, the Interface Platform (IP) mayatached before or
after MRI trajectory confirmation. The order of these steps may be determined with the MRI or
Surgical Support Team during-site training, led by the Monteris Clinical Team.

Note: In certain workflows where Manual Mode is used (when not using the Robotic Probe
Driver), the Interface Platform body may nwcessaity be attached

& CAUTION Every attempt should be made to keep fluids away from the IP and PCM
by creating a plastic draping barrier. Fluid contact may interfere with the IP
operation or cause failure of the device.

The method of attachment of the Interface Platform depends on the MRI type and system
provided. All possible connection types are reviewed below. If multiple arm configurations are
present, the method of IP to arm connect/disconnect is highlighted beldmays ensure

Interface Platform and Arms are securely fastened before attaching both to the MRI table.
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Use of Siemens Aera and Skyra MRI

Prior to use of the AtamA Stabilization System and NeuroBlate Interface Platform, a fluid barrier
must be placed over the coil connections and connectors on the MR couch. Plastic drapes
should be placed over the coil connections (when not plugged in) adtbe coil connectors

when plugged in.

If

Figure8.4: MR Coil Connections for Siemens Aera and Skyra MRI

WARNING Fluids must not come in contact with the MR coil connections at the
— head end of the MRI table. A fluid barrier must be placed over the coil connections
to prevent patient or operator injury and damage to the MRI system.
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Attachment Method Xk AtamA Attachment Interface

1. EnsureAtamA patient board is fully installed and secure on the MRI table.

2. Slide the arm endgurthest away from the interfacelatform) into the IP Arm interface
O2YLX SGSte dzyGAf GKS aai2@0\bteNA tfiumhbserewii?2 dzOK G K
provided on each side tockthe arms in place. Do not over tighten these screws as
they maydamage the arm.)

RPD
Attachment IP Arm
Location Interface

-~ IP Arm
-
b e Interface

IP IP
Power Arm
Button

Figure8.41:Interface Platform (IP) to AtamA Connection

WARNINGDo NOT lower the MRI table after the IP is attached toAteenA Board. Doing
S0 may lead to patient injury or equipment damage.
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Attachment Method 2¢ IMRISTableReceptacle

1.

Renove the IMRIS OR table headrest if not needed for procedure. If needed for procedure,
attachment method 3 should be used in conjunction with a different arm set.

LYaSNI GKS Lt FNX¥YQa oNraa LkRada Ayidz2 GKS KSI
or circular depending on model). Ensure they are fully inserted and the white plastic portion

of the IP arms rest against the table.

¢CAIKGSY GKS LawL{ hw (FrofSQa az2dzyidAy3a Yy2o
(Figure 8.42 e). For the square configuration, tighten the retaining thumbscrew into the side
of the table after full insertion (Figure 8.42 f).

Retaining
Thumbscrew

Figure8.42: Interface Platform to IMRIS Head Rest Mounting Holes
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Attachment Method 3¢ IMRIS Side Rail Attachment

1. Place both clamp pieces on each side rail by screwing clamp knobs in from bottom. Ensure
clamps are flush with end of table. If IMRIS clamp is in the way, slide further down rail as to
not interfere with the NeuroBlate attachment or procedure.

2. Insert arms through side holes and tighten clamp knob onto the arm shaft. Note: Do not
over tighten the screw as this may damage the plastic.

Figure8.43: Interface Platform to IMRIS Side Rail Arm Mounting

Attachment Method4 ¢ SiemensTable SlotAttachment

1. Place both Table Blocks on the MRI table as shblete: There are two different arm
anchor types depending on table. The figures below highlight the differences.

2. Slide the Table Anchors up through the second MRI Table Slot on each side. Insert
thumbscrews though the anchors and into the Table Blocks.

3. Slide the IP Arm Tabs into the Table Block Slots (red arrows).

4. Insert the Pivot Pins though the Table blocks and into the Interface Platform Arms (green
arrows).
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Connecting

é/‘ Blocks (2)

Pivot Pin(2)

Thumbscrewg4 each side)

Table
Anchor

@)

FRAL ASSEMELY i

Connecting
Blocks (2)

Pivot Pin (2)

Thumbscrewg?2 each side)

Slots Anchor

)

Figure8.44: Interface Platform t&Siemens Table
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Attachment Method5 ¢ Philips Ingenia MR table

1.

2.

CKS t KAfALA G5{GNBFYE O2Af O2yySOUA2Y AYyGS
the MR and connected in order to use the Philips SENSE Flex coils (See Figure 8.45)
EnsureAtamApatient board is fully installed and secured on the MRI table in a position
GKAOK R2Sa y20 AYGSNFSNBE gAGK GKS a5{ 0NBIY
tfdza3 GKS tKAfALA FfSE O2Aafta Ayidz2 GKS a5{ N
platform. The position of the interface platform arms may interfere with coil

connection if the arms are installed first.

Slide the arm end@urthest away from the interface platforjnto the IP Arm interface

O2YLX SGSte dzyGAf GKS aai2 Payhfenfichioghe ¢o dzOK § K
O2yySOU2NE YR 20KSNJ O02YLRyYySyida 2F GKS a5/
to prevent damage(Note: A thumbscrew is provided on each sidelozkthe arms in

place. Do not over tighten these screws as thegydamage the arm.)

If it is necessary to remove the Flex coils, it may require adjustment of the IP arm

position within the arm interface temporarily to prevent interference with coil

connector removal. Simply loosen thumb screw and partially slide out arms as needed

DSTREAM coil
interface

t KAfALA Ly3aSyAl aw ¢l o6fS oA

Flex coil
connection

Potential
interference if IP
arms connected
first

Arms

Figure8.46: IP Arm attachment to Philips Ingenia MR Table
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Interface Platform to Arm Connection Connect/Disconnect

The interface platform can be attached and detached quickly from the arms by attaching and
removing the brass thumbscrews shown in Figuré.3.4

A CAUTIONEnNsure that excessive strain is not placed on the LDP or Probe Connectors.

The portable connector module (PCM) (Figure 8.47) can be placed in multiple positions along
the Interface Platforn(IP) arms via an adjustable bracket or on the IP housing itself. A strap is
provided as redundant securement to the IP arms as well as for storage. The bracket is attached
to the IP arm as shown in Figure 8.47 (right) and engaging the bracket lockingsttremb

finger tight.

Bracket
Locking
Thumbscrew

Figure 8.47: Portable Connector Module with Strap (left);

Mounting Bracket Assembled to IP Arms at Multiple Positions (right)
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DO NOT place beyond
the inner surface of the
IPCross Arm

Figure 8.48 PCM Mounting Position Limits (green arrows denote acceptable mounting

PCM Mounting
Knob Adapter at
Legacy IP Position

PCM Bracket
Mounting Knob

position range; red lines denote mounting position boundaries)

The PCM may be mounted via the adjustable bracket on the IP arms or on the IP housing itself
via an adapter assembled at the legacy position by Monteris Service persdheatjustable
brackets which attach the PCM to thHe arms may only be mounted within a certain range of
positions on the arms as noted by the green arrows in Figure 8.48. As shown above, no part of
the bracket may ever be placed outside of the red boundary lines. The PCM may be rotated on
the mounting kiob at preset rotations of 0, 45 ®0 degrees to the patient head.

WARNINGDo NOT place the PCM mounting bracket beyondatteeptable mounting
A positions noted in Figure 8.4Bquipment damage or malfunction due to radio frequency
energy may occur if the PCM is placed too close to MRI isocenter

A CAUTIONAvoid product setups where cabling is taut. This can resdimmage or inability
to remotely move the probe.

1 Using medium force, pull back on tRE€Mbracketmountingknobto ensure secure
attachment

Note: For Manual Mode workflows: To avoid inadvertent strain or movement of the LDP,
the IP arms should still be placed to hold the PCM.
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PCM Mounting
Hub Locking
Thumbscrew
Y
PCM
Mounting
Hub PCM Hub
Locking
Thumbscrew

Figure 8.49: PCM Mounting Hub (left); PCM mounted to IP Arms at# right); PCM to IP

at 0° (bottom right)

 SlidetheU-a KI LISR t/ aQad Y2dzydAy3a Kdzo 20SNJ 6KS RS&ah
mounting hub (figure 8.49)

1 Rotate the PCM to the desired, preset rotational positions (0°,
45° and 90°)

f ¢AIKGSY GKS t/a Y2dzyliAy3d KdzoQa 201 Ay3a GKdzyo
contact is just felt between the thumbscrews and Mounting
Bracket (image right shows how far the screws should
protrude)

- DO NOT overtighten thumbscrews Underside of PCM Mounting
Hub showing the minimum

required protrusion for locking
thumbscrew engagement
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