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TAVI Analysis

Automated segmentation & pre-procedure
planning software for transcatheter aortic
valve implantation.
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Transcatheter Aortic Valve Implantation {TAVI} or Replacement [TAVR) is o
procedure for select patients with severe symptomatic aortic stenosis
{narrowing of the aortic valve opening). TAVI/TAVR is performed on a
beating heart and a replacement vaive is delivered via a catheter.

CT provides important information that is important for successful
TAVI/TAVR procedures. CT is used to help determine aortic annulus size, to
guide selection of appropriate valve, provide dimensions of the entire aorta,
help determine the access path for the catheter and give guidance for C-
arm angulation for deployment of the device.

GE's TAVI Analysis software provides a streamlined, guided workflow to
enable efficient, consistent work-ups of your TAVI studies with connectivity
directly to the interventional suite.

Overview
TAVI Analysis is o post-processing software
package for the Advantage Workstation {AW)
and AW Server platforms. Itis a planning tool
used for TAVI/TAVR procedures. It
automatically segments the aorta and
displays the aortic valve in muitiple views for
quick and easy measurements of the annulus.
TAVI Analysis provides guided workflow and
semi-automated tools to help evaluate
appropriate access pathways and can
communicate directly with the interventional
suite,
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* Automoted Aortic
segmentation displayed to
highlight calcific areas.

» Guided workflow for complete
pre-procedure planning
megsurements.

e Wizard ponel for valve
meosurements used for sizing
requirements.

s Perpendicular view
demonstrates working ongles
for volve deployment,

¢ Auto bone segmentation

¢ Fast centerline tracking to
subclavian and femoral
arteries.

= Lumen and curved views
showing entire voscular tree.

» Quantification wizard panel.

 Intuitive and eosily accessible
tools

+ Connectivity to the
interventional suite

Visit us:

www.gehealthcose com/ow/
applications/
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Features

* One comprehensive workflow for
valve measurements and access
poth measurements.

* Automatic segmentotion of
transparent volume rendered
model of the gorta with
calcifications highlighted

» Auto detection of valve plane.

« Intuitive workflow for acquiring the
necessary measurements for aortic
valve sizing

» One click perpendicular view
provides guidonce for C-arm
angulation for deployment of
device.

¢ Automatic bone segmentation for
the chest, abdomen and pelvis.

» Reol time vessel trocking provides
fast centerline detection bosed on
a single start point.

» Guided vessel tracking tools allow
for easy access planning for all
transcatheter approcches:

» Subclovian Artery
* Femoral Artery
» Apical Approach

e Peripheral artery measurements
automatically sent to summary
table to allow easy exporting.

¢ Save Stote and send to the Cath
lab for sharing access to models
and meosurements.

Indications for Use
TAV! Analysis for CT

TAVI Analysis is intended to provide
an optimized non-invasive
opplicotion to analyze vascular
anatomy and pathclogy and gid in
determining treatment paths from a
set of Computed Tomography [CT)
Angiographic images.

TAVI Analysis is a post processing
application option for the Advantage
Workstation [AW) platform, CT
Scanner or PACS stations, which con
be used in the analysis of 20 and 30
CT Angiography images/data derived
from DICOM 3.0 compliant CT scans
for the purpose of cardiovascular and
vascular diseose assessment. This
software is designed o support the
physician in assessment of stenosis
analysis, pre/post stent planning and
directional vessel tortuosity
visualization.

TAVI Analysis automatic visualization
tools provide the users with the
capabilities to facilitate segmentation
of bony structures for accurate
identification of the vessels. Once
vessels are visualized, tools are
available for sizing the vessel,
analyzing calcified and non-colcified
plague to determine the densities of
plaque within o coronary artery,
measure aregs of abnormalities
within o vessel,

TAVI Analysis for X-Ray

TAVI Analysis is a software post
processing option for the Advontage
Workstation (AW} Platform, which can
be used in the analysis of the 3D
angiography data. It provides a
number of display, measurement and
batch filming/archive features and
will aid Physicians in studying user
selected vessels for stenosis analysis,
pre & post stent planning, and
directional vessel tortuosity
visualization.

System Requirements
Minimum platform release:

+ AW Workstations VolumeShare 7
and AW Server 3.1 or later.

«  Color Monitors

*  Single or Dual Display Monitors
for AW Server in londscape or
portroit orientations

Regulatory Compliance

This product complies with the
European CE marking regulation
following Medicol Devices Directive:
Directive 93/a2/€EC.
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Features Detail

Valve Definition

» The TAVI protacol allows users
to select single or multiple cardiac

phases.

» Automatic segmentation of
aorta and auto detection of valve
plane with double obiique tool.

¢ Analyze, trace ond edit annulus
contour. Available annulus

measurements include:
o Minimum diometer
o Moximum diometer
o Perimeter
o Area

o Equiv. diameter based on

perimeter and area

Aortic messifements

. Nasiige |

dowm Aotk haights dioveters

« Aortic measurement tools are also

available which include:

o Diameters above onnulus

o Ostio Heights
o Sinus diometers

» One click perpendicular view
demonstrates working ongles for
valve deployment in the coth lab.

* Ability to define minimum and
moximum diameters above the
annulus along the length of the
oorta.

Aocrta Analysis

¢ Automatic bone segmentation and
real time vessel tracking.

¢ Guided vessel trocking tools alfow
for easy occess planning for all
transcatheter opproaches:

= Subclavian Artery
» Femoral Artery
« Apical Approach

¢ Quantification view has dedicated
taols copable of doing
measurements for stenosis,
aneurysms, 2D angles ond distance
measurements.

» Predefined measurements list
provides a template for a standard
order ond location from which to
place oll meosurements.

# Peripheral artery measurements

automatically sent to summory
tabie to allow eosy exporting.
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Summory table converts to PDF
format for a simple and concise
way 10 share measurements ond
images with heart team for
planning discussions.

Procedure Preparation

Provides valve measurements,
perpendicular view and gantry
angulotion in the coth lab to
prepare for TAVI/TAVR
procedure.

Direct communication with Heart
Vision software for egsy
tronsition from planning to
guidance.

3D and colcium overlay VR
models to aide in visualization
during procedure.

@ 2015 General Blectric Company.
All rights reserved. Dala subjsct to change
GE and GE Monogram are of | Elactric Company
* T of I Blectric C




Indications for Use

TAVI Analysis for CT

TAVI Analysis is intended to provide
an optimized non-invasive
opplication to analyze vasculor
anatomy and pathology ond aid in
determining treatment poths from a
set of Computed Tomography (CT)
Angiographic images.

TAVI Analysis is a post processing
application option for the Advantage
Workstation (AW} platform, CT
Sconner or PACS stations, which can
be used in the analysis of 2D and 3D
CT Angiography images/data derived
from DICOM 3.0 compliant CT scans
for the purpose of cardiovascular and
vascular disease assessment, This
software is designed to support the
physicion in assessment of stenosis
analysis, pre/post stent plunning and
directional vessel tortuosity
visualization.

TAVI Anolysis outormotic visualization
tools provide the users with the
capabilities Lo facilitate segmentation
of bony structures for accurate
identification of the vessels, Once
vessels are visualized, tools are
available for sizing the vessel,
analyzing calcified and non-calcified
plague to determine the densities of
plague within o coronary artery,
measure areas of abnormalities
within a vessel.

TAVI Analysis for X-Roy

TAVI Analysis is a software post
processing option for the Advantage
Workstation (AW) Platform, which can
be used in the analysis of the 3D
angiography data. It provides a
number of disploy, measurement and
batch filming/orchive features and
will oid Physicians in studying user
selected vessels for stenosis analysis,
pre & post stent planning, and
directional vessel tortuosity
visualizotion.

System Requirements
Minimum platform release:

AW Workstations VolumeShare 7
ond AW Server 3.1 or later.

Color Monitors

Single or Dual Disploy Monitors
for AW Server in landscape or
poitrait orientations

Regulatory Compliance

This product complies with the
European CE marking regulation
following Medical Devices Direclive:
Directive 93/42/EEC,

GE imagination at work

© 2015 General Electric Company.

All righta raserved. Data subject to change

GE and GE Monogram are trademarks of General Electric Company.
* Trademark of General Electric Company.
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GE Healthcare

implantarea (TAVI) sau Inlocuirea (TAVR) Valvei Aorlice este o procedurd
pentru anumifi paclenfc:u stsnoz aortich simplomatica ?l?va g.ngusterea
deachideril valvel aoriice). TAVITAVR se efectueazs pe inima timp ¢e bats,
lar o vaivi de nloculre este introdusa prin intermedivl unul calster.

Tomografia Computerizath (CT) fumizeaza importante Informatii care suntimporfanta
pentru succesul procedurilor TAVVTAVR, GT sa kibsssts pentu o ghtaladeterminarea
dimensiunlior spatiului circular aortic, pentru a ghida selectarea valvel
corespunz&toare, a asigura dimensiunte Inlregfl aorta, 2 sjuta la delerminarea
Iraseufu de acces pentru caleler ¢l a de Indruméd pentry angulalia brafului C pentru

dosfdgurarea dispozitivuly,

SoﬂwamndemmTA\ndelaGEaslguraunﬂudelwuaecafml.ghMpouw
a face posibil efectusrea eficlonta §i constant a studilor TAVI ¢y conectivilale direct3

la siifile de intervenjje.

Generalitii
Analiza TAVI esle un pache! de sofiware de post-
procesare pentru platiormele Stafiel de luery
Adventage (AW) § Servendui AW, Acesta este yn
instrumant de planificare folosh pentru proceduriie
TAVITAVR. El segmenteazd in mod automal aorla
§i afigeazd vaiva aoriich n multipls vederi pentru
misurélorile rapkle g ugoare ale spafiulul circular.
Analiza TAVI aslgurs un fux de ey ghidat gi
inslrumente semk-automate care ajut2 Ia evaluarea

+ Segmantarea Automatd
Aorlich efisatd pantry a pune
In eviden(? zonela calcifiate.
. Fluxc::muwdumw
mésuriitorl compiete de planificare
pre-procedurale

+ Panoy ,wior® pantry
misuriioriie vaivelor lolosils
pentni cerinjets de dimensionare

o Urmmérirea rapid! a finled de
centny la erierele
subtiaviculard § femurald.

» Vederila lumen gl curbate care
aretd Intregul arbore vascular,

« Panou wrijior” da cuantificare,
* Instrumente Intultive
# upor

» Conectivilale cu sdllle
da nfervents

hmﬂumpuuﬁmdemﬁpuh- S TR W e ae T s

comunica direct cu salile d intervenyle.




+ Save Slate (Salvare Slare) gt

Caracterlstic] Indicatll de utilizare
o Un flux de hucru cuprinzator penir Amtiza TAVI for CT Analiza TAVI for X-Ray
m'w"'”‘“m Analiza TAVS esto destinsid pentru 8 Ansiiza TAV: ests 0 opjune do software de
: asigura o aplicafio oplimizatd nelvariva  POStprocessre pentu p'ationma Stafiel do
| Segmentares submatd a peniru analizaren anatomiel sl paiologiel  Von Adventage AW), care so poate folos!
modellui transparant redat In vasculare ¢l a ajuts la defemminarea In enaliza daislor da :
! volum & eorsl cu cakifiere trasealor de tratamenl dinir-un set de Acoagts esigurd un numr de caraclerlalic
! soase n eviden{a Anglografice de T de afiysre, misurare ¢l fimare/erhivare de
; G oy de Tomagrafe are vohu g va auta medi I stclorea
ks . Delsdmaut::‘ll 0::::%."“ mm;::‘“%’:‘::
" auorirs oitutiatr ratwe MBI TAV os0cpiuna o apcafs s vt st Hpost
| penipdmensionarea valvalanrice  0° PUSBr0cesare peniru platiorma o vaselor.
i ! Staflet de lucru Advantage (AW), stajfile
| e Vederea pampendioulard cu un Scaner CT sau PACS, care se poaie Cerinfe de sistem
| enguisia bkl C  pentu Anglografie CT 2D 81 3D derivale din pentru :
desfégurarea dispozitivulu, m!rileCTlemmmleGOMM, *  Stajile de hucru AW VolumeShare 7 ¢i
» Segmaniares automata a osulul pentry mwm&mwswﬂawunn:w Awgemraimmmm
|+t v s i St o Mt
| o Umiirea vasalor In timp read ) *  Mondoare cu unul sau doul 8
l;z;.., .Mnarwldaaﬂ:g’deunbuw ﬂﬂ”@ﬂmﬂmﬂmﬁm mm«mnwmmww
|| Desmuncisingir punclde pomice Inskrumniele de vizalzare automatd din oy e} e ot
[l e Instrumentelo de umidrre glidali a  Analiza TAV) furnizeazd utiizstorior
A vasslor permit planificarea vgoars e posiblita) de a fackla segmentares
1 accesykd pentru toate malodele struchurior osoase pantru Menbicaren Conformarea cu
i; trans-cateter: PaCes s el Duph o s i e m':m‘m' pos rc
&1 ¢ mmh£m‘ penbu timensionerea vasilL, anaizarea ¢uropeand CE potrivt Directivel peniru
9 o Artera . p3ci calcifiate gi necaiciiate, peniny a o vale Modicals: Direchva
' Eepan conorh, s ien e do g 2
| = Masurstorile artaretor pererics SOnaES, & an
'; 'Mammmﬁhw cadsul unid vas.
| cenireleator peniry a permite
| exportarea ugoarh.
|
!

ransmitere la taboratorul Cath

GE imagination at work
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GE Heaqithcare

HeartVision 2

Structural Heart 3D guidance

Guiding and deploying precisely devices during structural heart

procedures may be delicate. Under 2D fiuoroscopic imaging, the

visualization of structures such as the gortic annulus plane may be 3 .
» Intuitive user interface, oll ot

challenging. The overlay of the 3D anatomy and enhanced table side. Control HeartVision 2
at table side through an intuitive
user interfoce, Register your
complex interventional procedures. anatomy through a simple
guided workflow,

Bi-view mode eases the
registration. Bi-view registrotion
allows the user to fuse pre-op CT
or MR data with the live
Overview fluoroscopic images with an
occuracy better thon 2.5mm (1}
Enhanced calcifications
visibility. By suppressing
nonmoving contrasted

visudlization of calcified structures could help you during these

Heartvision 2 overloys prepared 3D datasets on live
fluorascopy to support guidonce and deployment of devices
such as the one used during structural heart procedures.

The Calcification Visualization Enhancement is a mode that structures, the Calcification
allows the user ta enhance moving contrasted structures in Visualization Enhancement mode
the image to improve the visualization. aliows the user to enhance the

Controst to Noise Ratio of
moving controsted structures by
a factor of 2.6 (2).

+ New 3D Contour rendering
Improved intra-oorta
visualization on the fused image.

Visit us;

wvaw gehedlthcare comf
heartwision2

SECHET Dk
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Intuitive user interface
HeortVision 2 can be controlled directly on the AW
or ot table side through the Central Touchscreen {Fig
1}. The user can:

- Launch and close the application

- Use the Bi-View registration mode

- select of the 3D objects to be disployed

- Optimize the display of the 3D Overlay
- Review and record sequences with their 30
overla

w

i [Heanvision 2
, Intervention

Fig1

Bi-view registration

e The Bi-View registrotion mode allows achieve a
proper 30 registration between the anatomy seen
under fluoroscopy ond the 30 model

« It helps the user monage two imoges acquired
under different angulations ond then optimize the
3D registrotion in translation ond rotation. An
occuracy score {Fig 2J is provided to help increase
registration confidence. Correct patient motion at
table side or in control room.

Accuracy sgore of
uwirteni gngiats

v

Fig 2

GE imagination at work

Display controls

Optimize overloid objects disploy:

- Opacity of the 3D overlay

- 2 rendering modes (Fig 3} Surfoce rendering or 3D
Contours

- Color controls

- Front/ bock view

- Displayed Hounsfield Units threshold

- Show/ hide landmarks and planning lines
- Zoom/ roam the displayed imoges

- Show/ hide ECG disploy

Fig3
Review controls
The review controls allow the user to;
- Review stored Vision sequences
- Review one of the lost ten ocquired sequences
- Create movies
- Store photos of fused sequences.
Movies and photos are stored on the AW as DICOM
objects.
The Auto Store function allows store automatically any
new sequence of acquired fused images,

Calcification Visualization Enhancement

The Calcification Visualization Enhancement mode
can be activated. it enhonces moving contrasted
structures in the image while suppressing nonmoving
contrasted structures [Fig 4).

Without Fig 4 With

HeartVision 2
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Intended Use

HeartVision 2 software opplication is
intended to enabie users to load 3D
datosets and overlay and register in
real ime these 3D datosets with
radioscopic or radiographic imoges
of the same anatomy in order to
support cotheter/device guidance
during interventional procedures.

Regulatory Compliance

Heortvision 2 complies with the
European Medical Devices Directive
requirements for CE marking:
Directive 93/42/€EC,

In nion CE mark countries, HeartVision
2 connot be ploced on the market or
put into service until it hos obtained
oll required regulatory authorizations.
HeartVision 2 is cleared by the U5,
Food and Drug Administration for
commercial ovailobility in the U.S.

System Requirements

» Advontoge workstation {Aw) at the
AW 4.7 VolumeShare 7 level or
above and dedicated volume
Viewer products.

» One of the following X-ray system:
Innova™ IGS 520, Innova I1GS 530,
Innova 1GS 540, Innovo IGS 620,
Innovo IG5 630, Discovery™ 1GS
730 or Discovery IGS 740

» The following options shall be
activoted as well:

- The AW video shall be displayed in

the exam room either with a

GE imagination at work

dedicated AW monitor or using the X-
ray system’s Large Display Monitor.

- A point-to-point Ethernet
connection between the X-ray
Vasculor interventional system ond
the Advantage Workstation product
is required.

- A Central Touchscreen shall be
installed with the IGS X-Ray system.

Disclaimer

(1) For systems with Innova-IQ table
or Omega V tabie and with
augmented calibration, rigid
geometri¢ phantom, 3D volume with
voxel size of 0.95mm, frontal plane,
no L-arm or table motion ofter
registration, Region of interest of
10cm.

(2} Average value, measured on
experimental set-up including a chest
phantom and moving gortic
colcification phantom, using
Calcification Visualization
Enhancement feature at leve! 100%.

© 2015 Generol Electric Company.
All nghts resesved Data subgect to change

GE, GE Monagram, innova and Discovery ore trademarks of General Electric Cormpany
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Traducere din limba engleza

GE Healthcare

Ghidarea si desfagurarea cu precizie a dispozitivelor pe durata procedurilor
structurale la inimé pot fi delicate. In condifile imagisticii fluoroscopice 2D,
vizualizarea structurilor cum ar fi planului inelar aortic poate fi problematica.
Suprapunerea anatomisi 3D si vizualizarea imbun3tifit3 a structurilor
calcifiate ar putea sa v ajute pe timpul acestor complexe proceduri
interventionale.

_ aplasat la masd. Conrolut
- HeanVision 2 |a mas prin
-al?\lemédlul unei 'inferfele intuitive cu
I 4

a ;
uzioneze d eie de CT {Tomografie
QDmpularlzaﬁ} sau MR {Rezonan(3
-magnética) pre-operatorii cu
miglnils flsGrogcopice in timp real
oprec‘zne:ﬁ Ibuhéde2 5mm

Privire generald

HeartVision 2 suprapune seturile de date 3D pregatite pe flucroscopia tn
timp real peniru a sprijini ghidarea i desfaguraraa dispozilivelor cum ar
fi ce! folosit pe timpul procedurilor struciurals la inim3. Calcification
Visuafization Enhancement (Imbun&titirea vizualizsri calcifieri) este un
mod care permite ca wdilizatorul sd imbun&tateascs structurle de
contrast in migcare din imagine peniru a Imbunataii vizualizarea.

I
!
!

Sporireav Iﬂhlllﬁ'ﬂ(calcfﬂerllor Prin
upﬂmgge!a stm;;wﬂlorde contrast
qubl{e moduf Galcifigation

Visuglzation Enhancément

ﬂmbunététlrea vizyalizaril caléifierilor)

petmite uhlizaloruim $3

53?3163 Raponul Contrast-

8l slruetutl I'de contrast

26(2)




Interfata intuitivi cu utilizatorul
HaartVision 2 se poate controla direct pe AW sau la masé,
prin intermediul Ecranului Tactil Central (Fig. 7). Utilizatorul
poate:

- 58 lanseze §i 34 Inchid3 aplicatia;

- s& folozeascs modul de inregistrare bi-vizualizare;

- 53 selecteze din oblectele 3D care s3 se afieze;

- 53 opfimizeze afigarea suprapunerii 3D;

- & analizaze §i s4 Inregistreze secveniale cu

FA Heaitviston 2
8 1 Intenention |

.3

Inregistrares bl-vizuallzare

+ Modul de inregistrare bi-vizualizare permite s4 se obfin#
o inregistrare corespunzitoare 3D Infre anatomia viizuts
in conditiile fluoroscopiel i modelu 3D.

+ Aceasta ajuta ulilizatorul sa lucreze cu dous imagini
obfinute sub unghiuri diferite i apol s& optimizeze
inregistrarea 3D in translalare $i rolire. Un puncilaj de
precizie (Fig. 2) se prezinta pentrr a ajuta la sporirea
Increderii in Inregistrare. Se corecteaza migcarea
paclentului la mas3 sau din sala de comanda.

GO (A AT
cuitent anceiaton

4%

Fig 2

h )) GE imagination at work

=

Comenzile da afigare

Se optimizeazi afisarea oblectelor suprapuse;

- Opacitatea suprapunerii 3D

- 2modur de redare (Fig. 3): redare de suprafals sau
contururi 3D

- Controlul culorilor

- Vedere fal/spals

- Pragul unitéfilor Hounsfield afigate

- Aratidfascunde reperele si liniile de planificare

- Operafiuni de mérire-micgorare §i deplasare a imaginilor afigate
- Arali/ascunde afigarea ECG

Fig. 3

~ Comenzile de analizare .

Comenzile de analizare permit utiizatorufui:

- 5d analizeze secvaniele Vislon memorate;

- 58 analizeze una din ultimele zece secvente objinute

- 83 creeze filme;

- 5 memoreze folograf ale secvenjelor fuzionate.

Filmele i fotografile se memoreaza pe AW ca §i obiecte
DICOM. ’

Funciiunea Auto Store (Memorare automats) permite s3 se
stocheze in mod automat orice noud secventd de Imagini
fuzionate oblinute,

Imbunatitirea vizualizarli calcifierii
Modul Calcification Visualization Enhancement (Imbunatatirea
vizualizArii caleifierii) poate fi acivat. Acesta imbunititeste
structurile de contrast in miscare din imagine, In timp ce se
suprima structurile de contrast ne-mobile (Fig, 4),

Férs Fig. 4 Cu

HeartVision 2




Destinatle
Aplicafia software HeartVision 2 este
destinath 84 permit uiilizatorilor s4 Tncarce
§i 83 suprapund seturi de date 3D gis3
Tnregistreze in imp real aceste saturi de
date 3D cu imagini radioscopice sau
radiografice ale aceleiagi anatomii tn scopul
de a sprijini ghidarea

examinare fie cu un monitor AW dedicat,
fia cu folosirea monitorulul mare de afisaj
al sistemului cu raze X.

- Este necesard o conexiune Ethernet
punct-la-punct Intre sistemul vascular
interventional cu raze X si statia de lucru
Advanlage.

- Un ecran lactil central va fi instalat cu

catetereloridispozitivelor ps durala :
praceduriior Interventionale. i de reg XIGS, 4
Neasumarea rispunderii
5::::,::'::; gmﬁ:;ge (1) Pentru sistemels cu masa Innova-tQ sau f;‘é"
Directivei E i D‘ Ziivel masa Omega V $i cu calibrare marit3, it
led' .;i MIDpans pen Eml :g $ fantoma geometrica rigida, volum 3D cu ki
Bl ale prhind marcarea CE: DIECHY2  ryaimea voxelu de 0,95 mm, plan ronts, e
vl . fara braf L sau miscarea mesel dupé A
In faril féré marcarea CE, HeartVision 2 1o icivare, Reglunea de interes de 10 cm. i
nu poate fi introdus pe piata sau pus In {2) Valoarea medie, masurata pe instalarea s
exploatare Inainte de a se obfine toate axperimental3, inclusiv o fantom4 pentru iy
autorizafiile regulamentare necesare. plapt §l fantoma de calcifisre sortic in ]
HeartVision 2 este aprobat ds Administralia  miscare, care folosesc caracteristica de 5@‘
SUA pentru Alimente si Medicamente Imbunétitire a Vizualiz&rii Calcifieril la nivelul 5
pentru disponlbilitate comerciallin Sua,  de 100%. :
Cerinte de sistem : 5{
+ Statia de jucru Advantage {AW) la kg
nivelul AW 4.7 (VolumeShare 7) sau (£
ulterior §i produse dedicate Volume ?
Viewer. i
+ Unul din urmitoarele sisteme cu raze :; 8

X: Innova™ IGS 520, Innova IGS 530,
Innova IGS 540, Innova IGS 620,
Innova IGS 630, Discovery™ IGS 730
or Discavery IGS 740

* Vor fi activate de asemenea §i
urmétoarele optiuni:

- AW video se va afisa In sala de

© 2015 Genera} Electric Company.
Toate drepturile rezervate. Datele pot fi modificate.
GE, Monograma GE, innova §i Discovery sunt mart inregishate

ale General Electdc Company.
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GE Heaqlthcare

Vision 2

3D live guidance

Guiding and deploying devices through complex anatomies may be
delicate. Under 2D fluoroscopic imaging, such procedures can require
significant amount of contrast media, prolonged radiation exposure, & Antuitive e mterface ollat

and lot of time. A 3D view of vessels anatomy could help you perform table side. Control Vision 2 at
toble side through an intuitive user
interfoce. Register your anatomy
through a simple guided workflow

o Register the 30 anatomy with
accuracy. Vision 2 allows the user
to automatically fuse CBCT data
over the live fluoroscopic imoges

Overview with on accuracy better thon 1.8

i ’ mm (1]. Vision 2 allows the user to
Vision 2 overlays prepared 3D datasets on live flucroscapy to et (U e G I

support localization and guidance of catheters, coils and CBCT dota and five flugroscopic

other devices during interventional procedures. images and correct them at ony
time in both translotion and
ratotion with an accuracy better
than 1 mm [2).

* Bi-view mode enses the
registration. Bi-view registration
allows the user to fuse pre-op CT
or MR dota with the live
fluoroscopic images with an
occuracy better thon 2.5mm (3],

Radiation dose sovings during
registrotion. Vision 2 helps
achieve up to 99% radiation dose
savings when fusing o pre-
operative 30 model over
fluoroscopy (4},

5;-,_ What's nevs

complex interventional procedures.
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Intuitive user interface

Vision 2 can be controlled directly on the AW or ot
table side through the Central Touchscreen {Fig 1).
The user can:

- Launch and close the application

- Use the Bi-View registrotion mode

- select of the 3D chject to be displayed

- Optimize the display of the 30 Overloy

- Review and record sequences with their 3D
overlo

AdY

Vision 2 Wi
Registmtion [}

Fig 1

Bi-view registration

* The Bi-View registration mode allows achieve o
proper 3D registration between the anatomy seen
under fluoroscopy and the 30 model

+ It helps the user monoge two images (Fig 2)
acquired under different angulations and then
optimize the 3D registration in translation and
rotation. An accuracy score {Fig 3)is provided to

help increase registration confidence. Correct

patient motion at table side or i trol room.

Fig3

GE imagination at work

Display controls

Optimize overloid objects display:

- Opacity of the 3D overlay

- 3 rendering modes (Fig 4): Digitally Reconstructed
Radiography, Volume rendering or 2D Contours
- Color controls

- Front/ back view

- Displayed Hounsfield Units threshold

- Show/ hide londmarks ond planning lines

- Showt hide vessel centerlines

- Zoom/ roam the displayed images

Fig 4

Review controls

The review controls ollow the user to:

- Review stored Vision sequences

- Review one of the lost ten acquired sequences

- Create movies

- Store photos of fused sequences.

Movies and photos are stored on the AW as DICOM
objects.

The Auto Store function allows store automatically any
new sequence of acquired fused images.

Biplane

On biplane systems, Vision 2 allows the user to
outomatically switch the 30 model disploy on either
the frontal or loteral views based on pedal press.
Frontal or biplane pedal press octivates the 30 overlay
on the frontal view. Laterol pedal press activates the
30 overlay on loteral view.

Vision 2
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Intended Use

Vision 2 software applications is
intended to enable users to lood 3D
datasets and overlay and register in
real time these 3D datosets with
radioscopic or radiographic images
of the same anatomy in order to
support cotheter/device guidance
during interventional procedures,

Regulatory Complionce

Vision 2 complies with the European
Medical Devices Directive
requirements for CE marking:
Directive 93/42/EEC.

In non CE mark countries, Vision 2
connot be placed on the market or
put into service until it has obtained

all required regulatory authorizations,

Vision 2 is cleared by the U.S. Food
and Drug Administration for
commerciol availability in the U.S.

System Requirements

» Advantage workstation {AW) ot the
AW 4.7 (volumeShare 7) level or
above and dedicated Volume
Viewer products.

* One of the following X-ray system:
Innova™ 1GS 520, Innova IGS 530,
Innova IGS 540, Innova IGS 620,
Innova 1G5 630, Discovery™ (GS
730 or Discovery I1GS 740

* The following options shall be
activated as well;

- The AW video shall be displayed in

the exam rcom either with o

GE imagination at work

dedicoted AW monitor or using the X-
ray system’s Large Display Monitor.

- A point-to-point Ethernet
connection between the X-ray
Vasculor interventional system and
the Advantage Workstation product
is required.

- A Central Touchscreen shall be
instolled with the IGS X-Ray system.

Disclaimer

(1} For systems with innova-IQ table
ar Omego V table, rigid geometric
phontom, frontal plane, L-arm ©°,
table motion inferior to 80mm
between 3D acquisition and live
fluoroscopy, accuracy obtained for at
least 90% of the images acquired on
each system,

(2} For systems with Innovo-I1Q table,
Omega V table. Using rigid geometric
phontom, CBCT data, frontal plane, L-
arm 0°, Region of interest of 10cm.
{3} The accuracy is determined by
engineering analysis using rigid
phantom data having a 3D voxel size
with no dimension greater thon 0.95
mm. This accuracy is obtained with 2
fluoroscopic images taken at optimal
angulation, with system calibrated
with "augmented calibration *,
without motion of L-arm and table
between the 2 sequences and after

validation of the registrotion.
Accuracy is measured on the frontol
plane in Region of interest of 10 cm.
(4) Based on the dose of the
pracedure step needed using a CBCT
acquisition to register pre-operative
data vs. o Bi-View registration
process. The stated dose reduction
does not reflect the entire
interventional pracedure, rather to o
specific step in the procedure.

The dose for the CBCT acquisition is
from typical exposure settings
{lnnova CT 40°/s, 30fps, 1Q Stondard,
Normal, Nominal FOV}. The dose from
the Bi-View registration process is
from two spatially separoted, 2-
seconds fluoroscopic acquisitions,
with typicol exposure settings (3.75
fps, 1Q Standard, Normal, Max Dose
Reduction, Nominal FOV). The dose
data for oll acquisitions ore from the
Air Kerma per IEC 60601-2-43
conditions, provided in the
interventional X-Ray user manual.

tn clinicol practice, the use of Vision 2
may reduce patient radiation dose
depending on the clinical tosk,
patient size, anatomical location and
clinical practice.

© 2016 General Electric Compeny
Allnghls reserved Oala sukyect to change

GE. GE Monogram, Innovo and Discovery are trademerks of General Electric Company
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Traducere din limba engleza

GE Healthcare

Ghidarea si intrebuinlarea dispozitivelor In cazul anatomiiior complexe pot fi
deficate. Pe durata imagisticil fluoroscopice 2D, astiel de proceduri pot necesita
o canlitate considerabils de mediu de conlrast, expunerea prelungild la radiaji si
foarte mult timp. O vedere 3D a anatomiei vaselor ar putea s va ajute s&
efecluati procedurile complexe.

Generalitit]

Vision 2 suprapune seturile de date 3D pregatito pe fluoroscopia live
pentru a sprifini localizarea gi ghidarea cateterelor, bobinelor gi a altor
dispozitive pe durala procedurilor interventionale,

Vision 2, asociat cu Stereo 3D (opliune), parmite utilizatorilor s&
reconstruiasca obiectele 3D din 2 achizitii fiuoroscopice pentru a gjuta
medicul In planificarea procedurilor, in procedurite intervengionale §i
continuarea tralamentului.

0 Interfath cu utilizatorul intuitivd, totul Ia
masa. Vision 2 se controleaza de I masd.
Se Tnregistreazai anatomia prntr-un fux de
« - huoru ghidat simpla,
Se Inregistreaz anatonla 3D cu
precizfe. Vision 2 permile wtlizatorului s&
fuzionaze In mod aulomat datsle CBCT pe
Imaginile Auorescoploe ive cu o precizie
mai buni de 1,8 mm (1). Vision 2 permite
utifizatorului 55 vizuaiizeze Inregistrérlie
gregiie ntre modelul 3D gi imaginiie
fluoroscopice live gi si le corecleze in
orica moment In translafie st ratafie, cu o
precizie mai bund da 1 mm (2)
Modul bl-vizvalizare uguraazd
Inreglstrarea. Intagisirarea bi-
vizualizara permite utllizatorulul 53
fuzlonezo datela pra-operatoril CT sau
MR cu imaginita fluoroscopice liva cu o
precizia mal bund de 2,5 mm (3).
Economie la doza de radiail pe
timpul Inreglstrarl, Vision 2 ajuié ta
realizarea unor economi do pand la
. 99% Ia doza de radialji cand
fuzioneazs un modet 3D pre-
operatoriu pe fluoroscopla (4),

=

Vizitati-ne: e s
wongthodomoom | 50 !ﬁﬁ

¥idlond
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interfatd Intuitivd cu utilizatorul
Vision 2 poate fi controlat direct pe stalia de lucru AW sau
de fa masa cu ajutorul Ecranulul Tactil Central {Fig 1).
Ulilizatorul poate:

- s& lansoeze §i s4 inchid4 apficalia

- 53 foloseasca modul de Inregistrare bil-vizualizare

- 54 selecteze obiectul 30 care trebuie afiat

- 58 optimlzeze afisarea suprapunerii 3D

- 88 analizeze §i s& Inregistreze secvenlele cu

suprapunerea lor 3D

- $4 loloseasc Stereo 3D (opliwne)

[Fvigionz ©

Fig. 1

Inregistrarea bi-vizualizare

+ Modul de inregistrare bi-vizualizare permite sa se
reafizeze o Inregistrare 3D corespunzitoare inire
anatomia vazuld in fluoroscople §i modelul 3D.

+ Acesta ajuld ufilizatorul 53 lucreze cu doud imagini
{Fig. 2}oblinute sub unghiuri diferite §i apoi s4
oplimizeze inregistrarea 3D In translalie $i rotafie. Se
prezinta un punctaj de precizie (Fig. 3) care ajuld la
sigurania Tnregistrarii. Migcarea pactentului se
corecleaza de la masd sau din sala de comandd.

GE imagination at work

Comenzile de afigare

Se optimizeaza aflgarea obleclelor suprapuse:
- Opacitatea suprapunerii 3D

- 3 modurl de redare (Fig. 4): Radiografie Reconstruita
Digital, Redare in volum sau Conturur 2D

- Confrelul culorilor

- Vedere faji/spate

- Afigarea praguluf unitafilor Hounsfield

- Aratdfascunde reperele i linfile de planificare
- Arati/ascunde linfile centrale ale vaselor

- Mérire-micgorare/deptasare imagini afigate

Comenzl de analizare

Comenzile de analizare permit ufiizatonui;

- 33 analizeze secveniele Vision stocate

- 83 analizeze una din ullimele zece secvente oblinute
- 8# creeze fime

- 54 stocheze fotografii ale secvenlelor ulilizate.

Filmete i fotografiile sunt stocale pe stafia de lucru AW ca

si oblecte DICOM.

Funcliunea Auto Store (Stocare automata) permite memorarea
automald a oricsrei secvente de imagini fuzionate objinute.

Stereo 3D (optiune)

Stereo 30 reconstruieste obiectafe in 3D prin inlermediul
unul flux de lucru ghidat intuitiv,

Utilizatorul identific obieclele pe 2 imagini oblinute din
diferite unghluri,

Apoi Stereo 3D permile s8 se evalueze pozilia obiectelor
reconstruite pe anatomia 3D n Volume Viewer.

Blplan

Pe sistemale biplan, Vision 2 permite uliizatorului s4 treacd in

mod automat afigarea modelului 3D Tn vedere frontal sau

taterald, pa baza apdsarii pe pedald. Apasarea pedalei frontale

or biplane activeaza suprapunerea 3D pe vederea frontala,

Ap#isarea pedalel laterale acliveaz suprapunerea 3D pe
vederaa laterala,

Vision 2




Destinatie

Aplicatia softwars Vision 2 este destinat4
& permitd utilizatorilor s& Incarce seturi de
date 30 §f s suprapund gl sa Tnregistreze
in timp real aceste seturi de date 3D cu
imagini radioscopice sau radiografice ale
aceleiagi anatomii in scopul de a sprifini
ghidarea cateterului/dispozitivulul pe timpul
procedurilor interventionale,

Respectarea raglementirilor

Tn tarile cu marca CE, Vision 2 nu se posle
introduce pe piald sau dain exploatare
Tnainte de a fi reatizat astfe! Incat s&
respecte cerinjele Directivel privind
Dispozitivele Medicale pentru marcarea CE.
Tn arde f4ra marca CE, Vision 2 nu se poals
introduce pe piatd sau da In exploatare
inainte de a se obline toate autorizatiile
regulamentare necesare. Opliunea Stereo 3D
nu este autorizald or aprobata de
Administrafia SUA pentru Alimente gi
Medicamente pentru disponibilitate
comerciald fn SUA i nu este autorizat3 or
aprobatd pentru disponibllitate comerciald in
restul lumil,

Cerinte de sistem

« Stafia de lucru Advantage (AW) la nivelu!
AW 4.7 {(VolumeShare 7) sau superior si
produse Volume Viewer dedicate.

+ Unul din urmétoarele sisteme cu raze X:
Innova™ 1GS 520, innova |GS 530,
innova KGS 540, Innova IGS 620, Innova
IGS 630, Discovery™ IGS

GE imagination at work 25

730 sau Discovery IGS 740 faré& migcarea brafului L sau a mose

De asemenea, vor fi aclivate urmétoarele dupa Inregistrare, Regiunea de Interes |
opfun oL g ol
- Video AW se va afiga In selade examinare  (4) Datorita tnregistréiri 2D/3D, In locul il

cu un monitor AW dedicat sau folosindu-se tehnicl; de Inregistrare 30/3D. ,
manitorul mare de afigare al sistemulul cu Pe baza datelor kerma de aer din manualul

raze X, de exploatare al Discovery 1GS 740,

Discovery K35 730, Innova IGS 540, Innova
- Esla necesaré ¢ conexiune Ethemet IGS 530: 1flux de lucry ipic Vision cu

punct-la-punct intre sistemul interventional
. ) suprapunere CT pre-operalorie Include
;?:Iicaﬂgg? raze X ¢l stafln do hooru achizitia fluoroscopicd 2x2s. Suprapunerea
- CT pre-operatorii cu utilizarea inregistrarif
i 'Ecranul [ act Conical el insistatcy 3D13D ar neceslta achiziia fluoroscopica
sistemul IGS cu raze X. 2x2s pentru a centra anatomis §i achizifia CT
Cone Beam (Fascicul conic).

Tn practica clinic4, utilizarea Vision 2 poate i
reduce doza de radiafii a pacientului in =
funclie de sarcina clinica, mérimea i

Neasumarea raspunderii pacientului, localia anatomica si practica e
(1) Pentru sistemete cu masa Innova-1Q sau clinica, i

masa Omega V, fantoma rigida geomelrica, R
planul frontal, brajul L 0°, migcarea messi by
inferfoaré la 80 mm Intre achizifia 30 si L
fluoroscopia live, precizia obfinuts pantru cel e
pulin 90% din imaginile obtinute pe flecare !
sistem, s
(2) Pentru sistemele cu masa Innova-IQ sau
masa Omega V, fantoma rigida geometrics,
data CBCT, planul frontal, braful L 0°,
regiunea de interes de 10 cm.
{3} Pentru sistemele cu masa Innova-1Q sau Lt
masa Omega V si cu calibrare sporits, [
i

fantoma rigida geometrica, volum 30 cu [iake:
mérimea voxelului do 0,85 mm, planul 1y
fronial, I

© 316 Gornot Bhuckvie Carrpany.
Vol dieplurle razervale. Datels pol ab de modions.
Qe GE, Inndva y of mgitirate wle Qenesyl Beckic Company
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Integrated
Registration

Multi-Modality Image Management

In Radiology practice today, multiple complementary imaging
modailities are frequently relied on to image the same patient, as
each modality provides unique anatomical and physiological
information. 30 modalities such as CT and MRI provide information
about the relationship of anomalous findings to surrounding
structures and tissues. The Integrated Registration application
provides you with a streamlined workflow to combine and display
images from any two of the five major modalities (CT, MR, PET, SPECT,
and X-ray angiography), aimed at improving your ability to provide
more clinically relevant diagnostic information, and improving
surgical and treatment planning.

Overview

Integrated Registration provides you
with the capability to align and fuse
two volumetric acquisitions from either
the same or different acquisition
modolities. With it, you can easily
compare 30D onotomical images from
CT, MR with PET, SPECT, and X-ray
angiography! for a comprehensive
onalysis.

Highlights

* Load and register on the fly
with drag and drop.

» Easy registration using
automatic, manual and
landmark methods.

* Multiple 2D and 3D fusion
capabilities.

* Automotic registration
propagation across series ond
one-click access to pre-defined
protocols.

* Rigid and deformable
registration.

¢ Drawing and saving of
conteurs as RTSS DICOM
objects.

* Access to regional registration
on the fly for an easy review of
challenging areos.

s Compatible with GE Advontage
SIM MD and other standard
treatment planning software.




Features

¢ Allows you to load exams and
series from CT, MR, PET, SPECT or
XA together for registration in the
same session.
Offers you a choice of four
outomatic registration methods.
Allows you to customize screen
layouts to suit your review needs
and provides comparison of
current exam with previous exams
to let you evaluate diseose
progression and treatment
efficacy. )
‘Combines functional and
‘anatomical imoges from different
‘modalities, providing you with
enhanced perspective of the area
of interest.
Allows you to define one or more
contours around relevant anatomy
and save them as RTSS DICOM
objects.
Provides you the ability to save
registered data as new DICOM
series or as o registration DICOM
ohject ({does not include SPECT),
Define volume of interest in one
model for automatic report to
another model for subsequent use
in Radiation Therapy (RT) planning.?
Provide referring physicians with
clear, detaited reports.

System Requirements

« Available on AW Server 3.1 and
above and recommended monitor
resolution is up to dual 2MP (1600 x
1200} or a single 3MP (1536 x
2048),

+ Avoilable on AW4.7 and above

Image Requirements

Acquisition position and plane, slices
resolution, number, thickness, and
spacing moy be different in the
acquisition of the two exams to be
registered.

Eoch image set should meet basic

requirements, however:

e Field of view, matrix size, and
display center should be the same
for al! images inside one series.

* QOrientation should be the same for
allimages in the series,

« Series should include more than
one image.

¢ Tilted acquisitions are not
supported by mutual information
based automatic algorithms; they
can be registered with manual,

tandmark, or automatic “matching
boundaries™ registration methods.
* Datasets used os reference and
maving should have some
matching anatomical locotion.

Indications for Use

integroted Registration provides easy
means for comparison of three-
dimensional (3D} imoges from
Computed Tomogrophy (CT),
Maognetic Resonance Imaging (MR,
Emission Tomography (PET or SPECT)
and X-Ray Angiography imoges (XA).
To help physicians in diagnostic
radiology or therapy planning,
Integrated Registration aliows 3D
registration between volumetric
acquisitions that may come from the
same acquisition modality or from
different acquisition modalities.

Regulatory Complionce

This product complies with the
European Council Directive
93/42/EEC Medical Device Directive
as amended by European Council
Directive 2007/47/EC,

References

LFor XA modulity series, Integrated
Registration currently supports only 3D %
Ray Angiography images {stored as CT
Imaoge Storage DICOM objectslacquired with
GE Innovo equipment and

reconstructed with the Innova3DXR
application.

2Requires DICOM RT capability on RT
plonning system.

© 2015 Generol Electric Compeny.
All rights reserved Dota whiect 0 change.
GE and GE Monogram ere trademonis of Generdl Hectric Company.
* Trademark of General Bettric Company
JB32775X)
GE Medical Systems 5C5
283 rue de b Miniers
78530 Buc France.
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Integrated
Registration

Gestionarea imaginilor multimodale

Practica radiologica de astézi se bazeaza frecvent pe mai multe modalitati
complementare de imagistic& pentru a obtine imagini pentru acelasi
pacient, deoarece fiecare modalitate oferd informatii anatomice si
fiziologice unice. Modalitétile 3D, cum ar fi CT §i RMN, ofera informatjii
despre relafia dintre constatarile anormale si structurile si tesuturile din jur,
Aplicatia Integrated Registration v& oferd un flux de lucru simplificat pentru
a combina si afisa imagini din oricare doud dintre cele cinci modaiitati
majore (CT, RMN, PET, SPECT si angiografie cu raze X), avand rolul de a
vé spori capacitatea de a oferi informatii de diagnostic mai relevante din
punct de vedere clinic $i de a Imbunatati planificarea chirurgicala si a
tratamentului.

Prezentare generala

Integrated Registration vi oferd
capacitatea de a alinia $i fuziona doua
achizitii volumetrice, din aceeasi
modalitate de achizitie sau din
modalititi de achizifie diferite. Cu
ajutorul s3u, puteti compara cu
usurint3 imagini anatomice 3D din
examene CT, RMN, PET, SPECT si
angiografii cu raze X (XA)' peniru o
analizd mai cuprinzitoare.

« Incarcali si inregistrai din mers
folosind functia de glisare si lipire.

e Inregistrare  ugoars  folosind
metode automate, manuale si de
marcare.

= Capacitati multiple de fuziune 2D
$i 3D.

* Propagarea automat3 a
Inregistrérii In serii §i accesul cu
un singur clic la protocoale
predefinite.

» Inregistrare rigida si deformabila.

= Trasarea si salvarea contururilor
ca obiecte RTSS DICOM.

* Acces la Tnregistrarea regionali
din mers pentru o revizuire
ugoard a zonelor dificile.

» Compatibilitate cu GE Advantage
SiM MD si cu alte solutii software
standard de planificare a
tratamentului.




Caracteristici

Cerinte de sistem
* Vi permite s& incarcafi

= Disponibil pentru AW Server 3.1 si Indicatii de utilizare

Integrated Registration ofera

impreun examene §i serii CT,
RMN, PET, SPECT sau XA
pentru inregistrare fn aceeasi
sesiune.

Puteti alege dintre patru metode
de Tnregistrare automata.

Va pamite s& parsonalizali
aspectul ecranului pentru a se
potrivi nevoilor dvs, de examinare
§i oferd o comparatie a unui
examen curent cu examenele
anterioars pentru a vé permite s&
evaluali progresia bolii i
eficacitatea tratamentului,
Combina imagini functionale gi
anatomice din diferite modalitaf,
oferindu-v& o perspectivi
imbunatititd a zonei de interes.
Va permite s definiti unul sau mai
multe contururi in jurul anatomiei
relevante si 54 le salvati ca
obiecte RTSS DICOM.

Vi ofera posibilitatea de a salva
datele inregistrate ca serie
DICOM nous sau ca obiect
DICOM de inregistrare (nu
include SPECT).

Defineste volumu! de interes intr-
un model pentru raportarea
automatd la alt model in vederea
utilizérii ulterioare in planificarea
terapiei cu radiatii (RT).?
Furnizeaza medicilor curanti
rapoarte clare i detaliate.

pentru versiuni ulterioare, iar
rezolutia recomandata a
monitorului este de pana la 2MP
dual (1800 x 1200) sau 3MP unic
(1536 x 2048).

¢ Disponibil pentru AW4.7 si pentru
versiuni ultericare

Corinte privind imaginlle

Pozifia gi planul de achizitie,
rezolutia sectiunilor, numarul,
grosimea i distanta pot fi diferite in
achizilia celor dous examene care
urmeaza sé fie Tnregistrate.

Fiecare set de imagint ar trebui s&

indeplineascé insé cerinfele de bazi:

* Campul vizual, dimensiunea
matricei §i centrul de afisare ar
trebui s4 fie la fel pentru toate
imaginile dintr-o serie.

= Qrientarea ar frebui 4 fie aceeasi
pentru toate imaginile din serie.

= Seria ar trebui s3 includd mai
mutte imagini.

= Achizitiile inclinate nu sunt
acceptate de algoritmi automati
bazaii pe informare reciproca;
acestea pot fi inregistrate folosind
metode de inregistrare prin
potrivirea limitelor’ manuals, prin
marcare sau automats,

= Seturile de date utilizate ca
referints si deplasarea ar trebui s&
aibd o locatie anatomnica
corespunzitoare,

GE imagination at work

modalitili usoare de comparare a
imaginilor tridimensionale (3D) din
tomografie computerizats (CT),
imagistic3 prin rezonani magnetici
(RMN]}, tomografie cu emisie de
pozitroni (PET sau SPECT) sia
tmaginilor angiografice cu raze X
(XA). Pentru a ajuta medicii in
radiologia de diagnostic sau
planificarea terapiei, Integrated
Registration permite inregistrarea 3D
Intre achizitiile volumetrice care pot
proveni din aceeagi modalitate de
achizitie sau din modalititi de
achizitie diferite.

Conformitatea cu reglementirile
Acest produs este in conformitate
¢cu Directiva Consiliului European
93/42/CEE - Directiva privind
dispozitivele medicale, dupd cum a
fost modificaté de Directiva
Consiliului European 2007/47/CE.

Referinfe

Pentru seria de modalitali XA, Integrated
Registraton acceptd Tn prezent doar imagini 30
de angiografie cu raze X (slocale ca obiects
DICOM de slocars a imaginilor CT)
achiziffonate cu echipamenis GE Innova gi
recanstruite folosind aplicajia Innova3DXR.
:Necesha capacitatea DICOM RT pa

sistemul de planificare RT.

152015 Genatal Erectric Company
Toute drephuie rezervam Datele pot sufen
modifebi,

cEd GE sunt midet fely ¥ i
* March Iivegisiratd » companisl Genaval Elsciric
JB327TSXX
GE Medicat Sysems SCS
283 ue da la Miniete
78530 Bue Frasfe.
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FlightPlan for EVAR

Simplified sizing & planning for EVAR

Planning of Abdominal and Thoracic Endovascular Aneurysm Repair - =
(EVAR) procedures may be delicate specifically when dealing with W

, Plan an EVAR in a few minutes on
natomies. Y ;
complex a &2 MR or CT Angiography

Assessment of patients’ eligibility for endovascular treatment of the » 0-click Bone Removal and tracking
of the abdominal vessels on CTA

. . ) : Perform key aorta stzin
information to help guide the procedure are essential to the success g measuremgms o feu?cticks

aneurysm, sizing of the endograft and extraction of the meaningful

of the procedure. e Anolyze the profile of the endograft
sealing zones

» Generate ond save volumes, C-arm
onguiations and vessel ostia
contours to be used during the

Overview
procedure

FlightPlan for EVAR is a dedicated
application to help plan EVAR
procedures. It lets you visualize the
vascular anatomy, perform key
anatomical measurements, choose
the treatment strategy, size the
endograft and save key information
that can be used during the
intervention,

Visit us:
www.geheolthcore corm/
awfopphications/oncoquant/




Features summary
Visualization of the anatomy

0-click bone removal, outomatic
vessel tracking ond labeling and
centerline extraction of the
abdominol aorta ond vessels,
Monual revision of the centerline con
be performed to anticipate potential
anatomical deformations hoppening
during the procedure.

Anatomical measurements for
endograft sizing

Key anatomical measurements
dedicated to EVAR plonning can be
performed in few clicks and reported
in o summary graphic,

To help user to position
measurement points:

- The gorta bifurcation and
ostium of visceral arteries ore
automaticolly detected and
marked by arrows in lumen
view

- The profile of the vessel
diameter is displayed along the
lumen view of the vessel

Additional measurements are
ovailable for EVAR planning:
- O-click aneurysm neck analysis
- 1-click assessment of the
endograft main body and leg
length using rulers
automaticolly positioned
- 1-click assessment for visceral
vessels for distance
- 1-click clock position for
planning of Fenestrated EVAR

Stondard measurements ore
automatically reported on the
graphic together with key anatomical

images.

The report with its key images is then
available in pdf or DICOM formot.

Preparation for pre-operative 30
image Fusion

Get prepared for pre-operotive 3D
Image Fusion in few clicks with:

- 0-click creation of the vasculor and
bone models for EVAR cases

- O-click detection ond saving of key
vessel ostia contours

- Saving of the optimol C-arm
angulations

- 1-click export of the data to EVAR
Vision or saving for later use.

This preparation can be performed
following the endogroft sizing or as o
stand-alone task performed just prior
the beginning of the case.

System Requirements

« AW VolumeShare 7 workstation or
above

Volume Viewer

Volume Viewer Innova

VessellQ Xpress

AutoBone Xpress

MR VessellQ Xpress

Indications for Use

FlightPlan for EVAR CT is intended to
provide an optimized non-invasive
application to onalyze wvascular
onatomy and pathology and aid in
determining treatment poths from a
set of Computed Tomography [CT)
Angiographic images.

FlightPlan for EVAR CT is o post
processing application option which
can be used in the analysis of 2D and
30 CT  Angiography images/dota
derived from DICOM 3.0 compliant CT
scons for the purpose  of

GE imagination at work

GE, GE Mi

cardiovascular and vascular disease
assessment.  This  softwore s
designed to support the physicion in
assessment of stenosis analysis,

prefpost stent plonning and
directional vessel tortuosity
visualization.

FlightPlon for EVAR CT outomatic
visualization tools provide the users
with the capaobilities to facilitate
segmentation of bony structures for
accurate identification of the vessels.
Once vessels are visualized, tools are
available for sizing the vessel,
meosure areas of abnormalities
within o vessel.

FlightPlan for EVAR MR is intended to
provide an optimized non-invasive
application to facilitate vascular
anatomy and pathology analysis
from a set of DICOM 3.0 compliant 3D

controst-enhanced Magnetic
Resononce  Angiographic  {MRA)
images.

FlightPlan for EVAR MR is o post
processing application, which con be
used in the analysis of MRA datg for
the purpose of vasculor disease
assessment.  This  software is
designed to ossist rodiologists and
other clinicions in the evaluation ond
assessment of vascular anatomy and
disease with the capobility to provide
a set of tools for wisuolizing
directional vessel tortuosity, for sizing
the vessel, measuring oreos of
abnormalities within a vessel.

Regulatory Compliance

This product complies with the
European Council Directive
93/42/EEC Medical Device Directive
as amended by European Council
Directive 2007/47/€C.

© 2015 Gener) Blechic Company.
All rights reserved. Data subjecl lo change.

&t work, Autoll Vessell ane trade

Electric Company.
er third party trademarks are the property of their respective owners
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Features details
1. Visualization of the anatomy

0-click bone removal, automatic vessel
tracking and labeling and centerline
extraction of the abdominal aorta ond
vessels.

Manual revision of the centerline can be
performed to anticipate potential
anatomicol deformations happening during
the procedure after endograft insertion.

30, lumen and axial views of the aorta and
liac arteries are automatically populated.

2. Anatomical measurements for endograft
sizing

Key anatomical measurements dedicated to
EVAR planning can be performed in few
clicks and reported in @ graphic summary,
They include diameter, length and angle
measurements which can provide
additional information for you to determine
if patients are eligible for endovascular
treatment and to size the endograft.

To help user to position measurerment

points:

- the aorta bifurcation and ostium of
visceral arteries are outomatically
detected and identified with arrows on
the lumen view

- The profile of the vessel diameter is
displayed along the lumen view of the
vessel

Additional measurements are available for
EVAR planning:

- O-click aneurysm neck analysis with
assessment of the neck profile,
minimum and maximum diameters as
well as percentage of diameter variation

along the zone on CTA
© 2015 General Electnc Company.
All rights reserved. Data subject to change:
GE, GE Monogram, imagi al work, A VessellQ are irmdemarks of Ganeral
Etactic Company.
All other \hird party rademarks are the property of Lheir respactive dwners
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1-click assessment of the endograft main
body ond leg length using 2 rulers
outomatically positioned at the proximal and
distal endograft landing zone.

[

- 1-click assessment of visceral vessels,
distance

1-click clock position for planning of

Fenestrated EVAR

Stondard measurements are automatically
reported on the grophic together with key
anatomical images.

Manual measurements can also be saved on a
report with associated images.

The report with the key images is then
available in pdf or DICOM format.

© 2015 General Electric Company.
All rights reserved. Caia subject to change

GE, GEM imagination at work, AutoB VessellQ are

All other thind party trademarks are the property of their respecive owners
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3. Pre-operative preparation of 30 images for
Fusion

Get prepared for 3D Image Fusion in few clicks:

- O-click creation of the vascular and bone
models for EVAR cases

- O-click detection and saving of key vessel
ostio contours

- Stored positions of the optimal C-arm
angulations

- 1-click export of the doto to EVAR Vision or
saving for later use.

This preparation can be perfarmed following the
endograft sizing or as o stand-alone task
performed in the Discovery or innova control
roam just prior to the beginning of the case.

€ 2015 General Electric Company.

All rights reserved. Data subject to change.

GE. GE Monogram, imagination at work, AutoBona, VessellQ are lrademarks of Genaral
Electric Comparry

All gther third party lrademarks are the property of their respeciive owners
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Traducere din limba engleza

GE Healthcare

Ty

Planificarea

procedrilor de reparare a anevrismului endo-vascular abdominal
§i toracic (EVAR) pot delicate, in special cand este vorba despre organe
analomice complexe.

o Planificati EVAR In cAteva minute pe

angiografie' MR (Rezonan(a
Aprecierea eligibilittii pacienilor pentru tratamentul endo-vascular al magnelics) r;g)u CT (Tomografie
. - : - . . computeriza
anevrllsmullul. dlmens:or!area endo-grefei si exiragerea mfonn.atulor o Inlurare osult i1 0 i gl urmerirea
semnificative pentru a ajuta la ghidarea procedurii sunt esentiale pentru ' vaselor abdomipalé pe CTA
succasul procedurii o Efscluarea ni3suratoriior
principale de dimensionare a
 aortel c cateva dieur
_ & Anglizarea profitulul 2onelor de
Privire generald Tnchidere a endo-grefei
FlightPlan pentru EVAR este ¢ aplicalie (] :Genera_rga §l salvarea volumelor,
dedicatd care ajuté la planificarea  unghiusilor brajulul © si contururilor
procedurilor EVAR. Aceasta permite sa i . deschiderilor vaselor care se vor falosi
vizualizali analomia vasculard, si  pe durata proceduril

efectuali principalele masuritor anatomice,
54 alegefi strategfa de tratament, s3
dimenglonali endo-grefa gi si salvali
informaliile principale care pot fi utilizate

pe durata intervenjiei.
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Rezumatul caracteristicllor

Vizualizarea anatomisi

Intaturarea osului cu 0 clicuri, urmarirea si
stichetarea aulomat a vaselor gi
extragerea liniei de mijloc a aortel gf
vaselor abdominale. Revizuirea manual’ a
finiei de mijloc se poate efectua pentru a
se anticipa posibilele deformari anatomice
care au loc pe durata procedurii.

Mésuritorile anatomice pentru
dimenstonarea endo-grefel

Principalele mésuratori anatormice
dedicate pentru planificarea EVAR se pot
efectua cu citeva clicuri si raporta inlr-un
grafic centralizator,

Pentru a ajuta utilizatorul
s& pozilioneze punctele
de mésurare:
- HBifurcalia aortel §i deschiderea
arterelor viscerale sunt deteclate
Tn mod automat $i marcate prin
sagefl in vederea lumen
- Profilul diametrulul vasului este
afisat de-a lungul vedeii lumen a
vasulut

Masuratorite suplimentare sunt
disponibile pentru planificarea
EVAR:
- Analiza gtului anevrismului cu 0
clicuri
- Evaluarea cu un clic a corpului
principal al endo-grefei si lungimii
picioarelor falosindu-se riglele
pozilionate fn mod automat
- Evaluarea cu 1 clic a distaniei
pentru vasele viscerale
- Pozifionarea cu 1 clic a ceasului
pentiu planificarea EVAR

perforate

Masuratorile standard se raporteazs in
maod automat pe grafic Impreuna cu
principalele imagini anatomice.

GE imagination ot work

Rapartul cu principalele imagini este apoi
pus la dispozifie In formal pdf sau DICOM.

Pregitirea pentru fuziunea '
imaginilor 3D pre-operatorie

Se efectueazé pregétirea pentru fuziunea
imaginilor 3D pre-operatorie in cAteva clicuri
o

- Crearea cu 0 clicuri a modelelor
vasculare i de os pantru cazurile de
EVAR

- Detectarea i salvarea cu Q clicuri a
contururilor deschiderilor principalelor
vase

- Saivarea unghiurilor oplime ale
brafului C

- Exporiarea cu 1 clic a datelor la EVAR

Vision or salvarea pentru utilizare
ulterioara.

Aceasts pregitire se poate efectua dups
dimensionarea endo-grefei sau ca o
sarcind independenta efectuata chiar
inainle de Inceperea cazului.

CetIntele sistemulul

+ Stalia de lucry AW VolumeShare 7 sau
0 versiune ulterioar

« Volume Viewer

* Volume Viewer Innova

* VessellQ Xpress

+ AutoBone Xpress

* MR VessellQ Xpress

Indicatii pentru utilizare

FlightPlan pentru EVAR CT este destinat
pentru a asigura o aplicafie optimizata
neinvazivi pentru analiza anatomiej gi
patologiel vasculare §i a ajuta la
determinarea traseelor de fratament dintr-un
set de imaginl angiografice de Tomografie
Computerizata (CT).

FlightPtan pentru EVAR CT este o opliune de
aplicatfe pantru post-procesare care se poalg
folosi In analiza imaginifor/datelor de
angiografie CT 2D $i 3D derivate din scanrile
CT conforme cu DICOM 3.0 pentru scop de

evaluare a afectiunilor cardiovasculare si
vasculare. Acesl software este deslinat 53
sprijing medicul In evaluarea analizei
stenozel, planificarea pre/post stent i
vizualizarea direcfionald a sinuczitatil
vaselor,

Instrumentele de vizualizare automata
FlightPlan pentru EVAR CT asigura
ulifizatorilor posibilitali da a facilita
segmentarea struclurilor osoase pentru
identificarea precis3 a vaselor, Dupé ¢s se
vizualizeaza vasele, instrumentsle sunt
disponibile pentru dimensionarea vasului,
mésurarea zonelor de anormalititi din
cadrul unui vas,

FlightPlan pentfu EVAR MR este destinat s5
asigure o aplicatie oplimizats neinvaziva
pentru a facifita analiza anatomisi §i patologiei
vasculare dintr-un set de imagini 3D de
anglografie cu rezonant3 magnelics (MRA) cu
contrast spont, conforme cu DICOM 3.0,
FlightPlan pentru EVAR MR este 0 aplicatie
de post-procesare care se poate folosi in
analiza datelor de MRA pentru scop de
evaluare & afectithilor vasculare. Acest
software esle destinat s sjute radiologil i alti
clinicieni in evaluarea $i aprecierea anatomiei
gl afectiunilor vasculare ¢y posibilitatea de a
furniza un set de ingtrumente pentru |
vizualizarea sinuozitatil vaselor directionae,
pentru dimenstonarea vaselor, masurarea
zonelor de anormalitati din cadrul unui vas.

Respectarea reglementérilor
Acest produs respecta Directiva Consiliului
European ar. 93/42/EEC Direcliva pentru
dispozitive medicale, modificat prin
Directiva Consiliulul European nr,

. 2007/47/EC.

© 2015 General Elsciric Company.

Toata drepturile razervate, Datela se pot modifica,
GE, Monograma GE, .Imagination at work”, AutoBone, VessellQ sunt marc! Inreglsira
e General Eleciric Company.

Toate catelafts marci fnreglatrate da la terie plrf sunt propictatea respectivilor defind
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Detaliile caracteristicilor
1. Vizualizarea anatomie}

Inliturarea osului cu 0 clicuri, urmarirea si
efichetarea automaté a vaselor gl extragerea
linlei de mijloc a aortei §i vaselor abdominale,

Revizulrea manuald a liniei de mijloc se poate efectua
pentru a sa anticipa posibilele deformési anatomice
care au loc pe durata procedurii dup3 inserifa endo-
grefai.

Vederile 3D, lumen si axialé ale aortai gi arterelor
iiace sunt populate n mod automat.

2. Misuritorile anatomice pentru dimensionaroa
endo-grefel

Principalele masuratori anatomice dedicate pentru
planificarea EVAR se pot efectua cu cateva clicuri i
raporta fnlr-un centralizator grafic. Acestea includ
mésuratorite de diametns, lungime i unghi care pot
asigura informalil suplimentare pentru a se determina
dacd paclenfii sunt eligibili pentru tratament endo-
vascular §i penru a dimensiona.endo-grefa.

e e

e

D

Penlru a ajuta utilizatorul s3 pozifioneze

punctele de mésurare:

- bifurcatia aortel §i deschiderea arterslor
viscerale sunt delectate th mod aulomat gi
identificate cu sigeli pe vederea lumen.
Profilu) diametrului vasulul e afigeaza de-a
lungul vederii fumen a vasului.

Masuritori suplimentare sunt disponibile pentry
planificarea EVAR:

- Analiza gatului anevrismutui cu 0 clicuri cu
evaluarea profilului g&talul, a diametrelor minim gi
maxim, precum $i a procentajului de variafie a
dismebului de-a lungul zonei pe CTA.

© 2015 General Eloctric Company.
Toate dreplurile razervate. Datele sa pot modifica.

GE, Manograma GE, Jmagination at work, AutoBone, VessellQ sunt mérci Inregisirate

ale General Electric Company.

Teate celelato mani Inregistrate de la tere padi sunt propristatea respectivitor definatari.
DOC1761261. *
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- Evaluarea cu 1 clic a vaselor viscerale, distanfa
+  Pozifionarea cu 1 clic a ceasulul pentru
planificarea EVAR perforate

B

et
pEn Thegeh

Evaluarea cu 1 clic a corpului principal al endo-grefel si
lungimil piciorului folosind 2 figle poztionate Tn mod
automat in zona de plasare aprapiat3 §i distant3 a endo-
grefei.

Bl R AT
'

:‘B::\;lé;;l:'.

Méisuralorile standard sunt raportate Tn mod automat
pe grafic Impreuni cu principalele imagini anatomics.
Mésuratorile manuale pot fi de asemenea salvate pe un
raport cu imaginile asociate.

Raportul cu principatele imagini este pus apoi la
dispozilie In format pdf sau DICOM.
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© 2015 General Electric X

Toate drepturile rezarvate. Datele s¢ pot modifica.
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Toals celefalte mirc! mmhu:msﬁe“ﬁ ferte partl sunt gropristatea respectivilor detindtor.
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3. Pregétirea pre-operatorle
imaginilor 3D pentru fuziunse

Pregatirea pentru fuziunea imaginilor 3D se efectusaz cu citeva dlicuri:
- Creareacu O clicuria
modelelor vasculare §i de os
pentru cazurile de EVAR,
- Delectarea cu O clicuri §i
salvarea contururilor
deschiderilor principatelor %
vase - B
- Pozite memorate ale 8
unghiuritor optime ale
bratulul ¢
- Exportarea cu 1 clic a dalelor la
EVAR Vision sau salvarea
pentru utilizare ulterioars,

o T

LT

Acaasti pregitire se poate efectua dup dimensionarea
endo-grefei sau ca o sarcind independents

executatd In sala de comanda & echipamentelor Discovery
sau Innova chiar fnainte de inceputul cazului.

© 2015 General Electric Company.
Toats dropturila rezervale. Dalele e pat modifica.
GE, Monograma GE, imagination at work’, AutoBone, VessellQ suntmércl Inregistrate
alo General Eleciric Company.
Toats celelaite mérci Inregistrate da |z lerfe pari sunt proprietatea respectivior defindtor.
DOC1761261.




GE Healthcare

VessellQ™ Xpress with

AutoBone™ Xpress

Fast and Easy to Use Vessel Analysis with
Automated Real-Time Tracking, Auto-
Labeling and Simplified User Interface.

Peripheral vascular disease (PVD) is a condition similar to coronary artery e
disease and carotid artery disease. In PVD, fatty deposits build up in the inner Highlights
linings of the artery walls. These blockages restrict blood circulation, mainly in

arteries leading to the kidneys, stomach, arms, legs and feet, Autormated detection of aorta
h auto-labeling o

There are different clinical techniques used to diagnose PVD. Computed

Tomography Angiography (CTA) can potentially provide sufficient information Automated real-time fast
for therapeutic decision-making and reduced imaging costs for the tracking for all vasculature
management of PVD, One of the advantages of computed tomography (CT) is New contextual wheel meny
that it shows both vascular & nonvascular anatomy and also provides 3D llfing easy Booess i)

information for best view. Also, CT may be more useful for patients with limited e

or no peripheral access or with stents, who may not be candidates for magnetic
resonance angiography {(MRA), Complementary to the ability to perform CTA is
to perform clinical assessment by a dedicated post-pracessing tool.

Overview
VessellQ™ Xpress with Autobone Xpress is a post-processing
software package for the Advantage Workstation {AW) platform,
AW Server, CT scanners and PACS reading stations. lItis a tool to
analyze CT angiographic data including stenosis analysis,
thrombus, pre and post stent planning procedures, and directional
vessel tortuosity visualization. Autobone Xpress provides zero-
click bone segmentation for head, neck and other anatomy. The
automation and ease of use streamlines workflow.

New user interface

Visit us:

L Lk "" i ! '!’F
cté/advanced-visualization/all:

Iq-xpress




Features

* Anatomy based protocols for guided
workflow in the analysis for your

peripheral vascular CTA acquisitions.

Automatic bane removal for
efficient review of vasculature.
Automated abdominal aorta CTA
protocol with vessel tracking and
vessel [abeling.

Fast tracking detects entire length
of vessel and displays the
centerline based on a single start
point.

Advanced editing tools bringing
new flexibility for faster editing
based an targeted anatomy.
Thrombus detection with
measurements and comparison
over time.

Dynamic AVA provides access to
vessel tracking at any time, from
any protocol, on any vessel.
Advanced measurement tools for
stenosis detection and color
identification of HU value for
quantification of different
densities,

Create a queue of cases that are
pre-loaded and pre-pracessed in
the background while yau read
another exam.

Measurements are arganized in
the summary table allowing for
easy viewing and exporting.

Fully customizable workflows with
adjustable layouts, personalized
parameter and settings, custom
review steps.

« Save State lets you save and restore
the state of the processed images at
any stage

System Requirements

* AW Workstation AW 4.7 ext 14 or
higher
« AW Server 3.2 Ext. 3.2 or higher

Indications for Use

VessellQ Xpress is an optional, non-
invasive, optimized, post-processing
application intended to provide images
and tools to analyze vascular anatomy
and pathology, aiding physicians in
diagnosis and determination of
treatment paths, from a set of Computed
Tomography (CT) Angiographic images.
VessellQ Xpress is an option for the
Advantage Workstation {AW) platform,
CT Scanner, and/or PACS, which can be
used in the analysis of 2D and 3D CT
Angiography images/data for the
purpose of cardiovascular and vascular
disease assessment. This software-only
device is designed to support physician
assessment for a wide variety of clinical
uses such as stenosis analysis, pre/post
stent planning, pre/post valve
replacement planning, and directional
vessel tortuosity visualization. VessellQ
Xpress' automatic visualization tools
provide users the capability to segment
bony structures for accurate
identification of the vessels, Additional
tools enable analysis of the vascular
anatomy including the aorta, valves, and
branching vessels for; anatomical sizing;

density and volume analysis of
segmented vasculature and calcified /
non-calcified plague; and measurements
of abnormalities. The TAVI Analysis
option for VessellQ Xpress is a planning
tool used for Trans Aortic Valve
Implantation {TAVI) procedures, [t
automatically segments the aorta and

displays the aortic valve in multiple views
for measurements of anatomic structures

commonly needed for aortic annulus
replacement planning. TAVI Analysis
provides guided workflow and semi-
automated tools to aid in evaluation of
appropriate access pathways for
interventional procedure planning.

AutoBone Xpress option is a software
package that is intended to facilitate
segmentation of bony structures and
calcifications from abdominal and
extremity CT Angiography data.

Regulatory Compliance

This product complies with Regulation
(EV) 2017/745 of the European

Parliament and of the Council on
medical devices (MDR). This product or
its features may not be available in
some other countries or regions. Please

contact rour sales associate.

© 2021 General Electric Company.

All rights reserved. Data subject ta change.

at waork, A IQ Xpress are
trademarks of | Electric Company.

All other third-party trademarks are the property of their respective owners
Dac1471990
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Features Detail

Anatomy-based protocols Auto Aorta » Bulls eye adjustment capability on x-

¢ The program offers you predefined e With a single click, the program section views to perfect tracking of
protocols for fast, easy review of all  automatically removes bones and the smallest most tortuous vessels.
vascular structures: performs centerline tracking of the o VB TTE i AETEERTEG e

¢ Intra-cerebral aorta and iliacs and labels vessels. thrambus allow you to track change

* Carotids over time, Additional measurements

¢ Thoracic Aorta include :

» Abdominal Aorta & Minimum diameter
® Runoff & Maximum diameter
® Spinal ® Mean diameter

e Extremity ¢ Cross-sectional area

» Protocols may be customized to
meet your requirements and saved
for quick access,

AutoBone™ Xpress

¢ Anatomical driven protocols with
automatic bone removal.

¢ Improve vessel visualization by
removing obstructive bony detail

Simply confirm the automated
tracking or modify it by adding
additional branch points, defeting a
single point, or deleting multiple
points from any view.

Fast Tracking Vessel Label Data Base

* Semi-automatic  detection of ¢ Each protocol is associated with a
complete vessel from a single database of vessel names
starting point

¢ Customize vessel label database to
meet your requirements for every
anatomical region.

¢ Aright mouse click provides access
to the list of vessel names per

¢ Automatic calcium removal for anatomy

vessel lumen visualization

Dynamic AVA

¢ Real-time tracking of the vessel
center line and instant visvalization
of an unfolded view for quick
vessel inspection,

* Immediate access to vessel analysis
tools.

¢ Edit contours with a selection of

e Advanced editing with variable drawing tools with variable
interpolation tool for quick interpolation for fast editing.
centerline edits adjusted for length
of vessel.




Advanced Vessel Analysis Tools

* Semi-automated vessel analysis lets
you track, extract, visualize, and size
vessels.

» Tracka vessel and its branchas for
quick review in curved, oblique

longitudinal or cross-sectional views.

* Multi-point deposition capabilities
for improved center line tracking of
challenging cases.

& When you edit a vessel contour, the
program automatically interpolates
the edit to neighboring slices.

¢ Generate and save rotating movies

- Curved planar reformation and
cross-sectional (lumen) views

- Best L-section reformatted
images

¢ Select vessel segments for
quantitative or qualitative analysis.

e Available measurements include:
- Distance
- Cross-sectional area

- Single or dual reference point
comparison

- Relative percent stenosis /
aneurysm

- Color Identification

- 3D Angle

- Thrombus Extraction

- Volume

- Mean, min, max diameter

e Move freely between review steps
and protocols without leaving the
exam.

Stenosis Detection & ColorlD

e With the customizable one- or two-
point depaosit technigue, you can
automatically quantify degree of
stenosis and segment length.

* By assigning customizable calor
mapping to CT number ranges
within an image, you can identify
plague on an axial image, curved
reformat, or MPVR image. Up to
ten levels of color coding are
available. Colors transition
smoothly from one density to
another.

s Make volume and area
measurements to track plague size
over time.

® Custom sizeable 3D RO lets you
apply color over all anatomy.

¢ Generate multiple ROls on one
vessel or multiple vessels,

¢ Automatically include each
defined plaque, its volume and
area into the report.

Quick AVA

® Dynamic AVA, provides access to
vessel analysis from any protocol.

¢ Launch the Quick AVA feature
from the main tool bar.

* Perform vessel analysis from any
3D or reformatted image with
ane- or two-point clicks.

¢ If you detect a lesion, you can
analyze it by dropping a point
above and below the section. The
vessel analysis tool launches
automatically for fast review in
curved reformat, cross-sectional,
lumen, and MRP view.

e Extend tracking proximally or
distally for extended views at any
time.

Summary Table & Report

® Measurements are automatically
captured in summary table for
easy review.

+ Simply click on any measurement
in the summary table and you will
be taken to that measurement
location.




® Prepare report with a single click or
generate an advanced report with
customized options

» Send the report to database, filmer or
PDF.

Multiple Study Comparison

+ With VessellQ Xpress, compare a
previous study with the current study.
You alse have the flexibility to launch
comparison within Quick AVA.

Save State & Protocol
» Save the current state of tracking
and measurements for easy
reloading with a single mouse click.
Save state captures:
- 3D images
Vessel tracking
- Measurements
- Vessel contours.
¢ Transfer the Save State to the PACS
or other AW workstations for
future review.
» Save custom protacols including
anatomical labels and
measurements.

Summary

VesseliQ Xpress provides user- friendly
tools an intuitive interface to help
streamline your vessel analysis
workflow and help you generate more
comprehensive reports for referring
physicians.
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GE Healthcare

VessellQ™ Xpress cu

AutoBone™ Xpress

Analiza rapida si usor de folosit a vaselor cu

urmarire automata in timp real,
autoetichetare si interfata simplificata.

Boala vasculara perifericd (BVP) este o afectiune similard cu boala arterials
coronariand si cu boala arteriald carotidiani. in BVP, depozitele de grasime se
acumuleazd pe endoteliul peretilor arterelor, Aceste biocaje restrictioneazi
circulatia sanguind, n special in arterele care duc la rinichi, stomac, membrele
superioare si cele inferioare.

Existd diferite tehnici clinice pentru a diagnostica BVP. Angiografia prin
tomografie computerizatd (Computed Tomography Angiography - CTA} poate
furniza teoretic suficiente informatii pentru procesul decizional terapeutic si
costuri imagistice reduse pentru gestionarea BVP. Unul din avantajele
tomografiei computerizate (CT) este ci arat3 atat anatomia vasculari cat si
cea non-vasculard si, de asemenea, furnizeazs informatii 3D pentru cea mai
bund vizualizare. De asemenea, CT poate fi mai util§ pentru pacientii cu acces
periferic limitat sau deloc sau cu stenturi, care nu sunt candidati potriviti
pentru angliografia prin rezonantd magnetici (magnetic resonance
angiography - MRA)}. Tn completarea capacititii de a efectua CTA, se
efectueazd evaluare clinic printr-un instrument de post-procesare dedicat.

Prezentare generald
VessellQ™ Xpress cu Autobone Xpress este un pachet software de
post-procesare pentru platforma Advantage Workstation {AW),
AW Server, scanere CT i statii de citire PACS. Este un instrument
pentru a analiza datele angiografiei CT, inclusiv analiza stenozei,
trombilor, procedurile de planificare de dinaintea si dup3
amplasarea stentului si vizualizarea directional3 a sinuozitatii
vaselor. Autobone Xpress furnizeaz§ segmentare osoas¥ fir3
niciun clic pentru cap, gat si alte parti anatomice. Automatizarea si
usurinta de utilizare simplificd fluxul de lucru.
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Caracteristici

* Protocoale bazate pe anatomie
pentru fluxuri de lucru ghidate in
analiza achizitiilor CTA vasculare
periferice.

s Indepértarea automats a osului
pentru revizuirea eficientd a
vascularizatlei.

Protocol CTA automat pentru aorta
abdominald cu  urmdrirea i
etichetarea vaselor.

Urmirirea rapida care detecteazi
ntreaga lungime a vasului s
afigeazi linia centrald pe baza unui
singur punct de plecare.
Instrumentele de editare avansati
aduc flexibilitate pentru editarea mai
rapidi pe baza unei anatomii finti.
Detectarea trombilor cu misuritori
si comparatii in timp.

AVA dinamic furnizeazd acces la
urmdrirea vasului in orice moment,
din orice protocol, pe orice vas.
Instrumente de misurare avansat
pentru detectarea stenozei si
identificarea color a valorii HU pentru
cuantificarea diferitelor densitsti.
Crearea unul sir de cazurl in
agteptare care sunt preincircate si
preprocesate in fundal, in timp ce
dvs. cititi o altd examinare.
Masurdtorile sunt organizate in tabelul
centralizator, permitdnd vizualizarea si
exportul acestora cu ugurint,

Fluxuri de lucru personalizabile cu
moduri de afisare  ajustabile,
parametrii si configuratii
personalizate, etape de revizuire
personalizate,

GE imagination at work
(CONFIDENTIAL

* Functia Save State (variantd salvats)
vi permite s salvati si s§ reveniti la
imaginile procesate din orice stadiu,

Cerinte de sistem

o AW Workstation AW 4.7 ext 14
sau ulterior
& AW Server 3.2 Ext. 3.2 sau mai avansat

Indicatii de utflizare

VessellQ Xpress este o aplicatie optionals de
postprocesare non-invazivd, optimizats,
menit3 s3 fumizeze imagini si instrumente
pentru analiza anatomiei §i patologiei
vasculare, ajutand medicii in procesul de
diagnosticare si stabilire a cdilor de
tratament, pe baza unui set de imagini
angiografice prin tomografie computerizaty
{CT). VessellQ Xpress este o optiune pentru
platforma Advantage Workstation {AW),
scaner CT sifsau PACS, care poate fi folosits in
analiza imaginilor/datelor de la o angiografie
CT 2D si 3D in scopul evalusini bolilor
cardiovasculare gl vasculare. Acest dispozitiv
bazat numai pe software este menit s4 ajute
evaluarea medicilor intr-o varietate de
utilizéri clinice precum analiza stenozei,
planificarea pre/post stent, planificarea
prefpost inloculrea valvei si vizualizarea
directionald a sinuozit3tii vaselor.
Instrumentele de vizualizare automati a
VessellQ Xpress oferd utilizatorilor
capacitatea de a segmenta structuri osoase
pentru o identificare precisd a vaselor.
Instrumentele suplimentare permit analiza
anatomiei vasculare, inclusiv aorta, valvele gi
ramificatiile vaselor pentru: dimensionare
anatomics,

GE, GE Monog

analiza densitatii 5i volumului
vascularizatiei segmentate i plicii
calcificate/necalcificate si misurarea
anormalitdtilor. Optiunea de Analiz3 TAVI
pentru VessellQ Xpress este un
instrument de planificare folosit pentru
procedurile de implantare transaorticd
de valvd (Trans Aortic Valve Implantation
- TAVI). Acesta segmenteazd automat
aorta si afigeazd valva aortic in
vizualizdri multiple pentru misurarea
structurilor anatomice necesare Tn mod
obisnuit pentru planificarea inlocuirii
inelului aortic. Analiza TAVI asigurd un
flux de lucru ghidat si instrumente
semiautomate pentru a ajuta la
evaluarea ciilor adecvate de acces
pentru planificarea procedurilor
interventionale.

Optiunea AutoBone Xpress este un
pachet software care este menit si
faciliteze segmentarea structurilor
osoase §i calcificrilor din date
angiografice CT abdominale si ale
extremitdtilor.

Conformitatea cu reglementirile

Acest produs se conformeaz3 cu
Regulamentul (UE) 2017/745 al
Parlamentului European si al Consiliului
privind dispozitivele medicale (MDR).
Este posibil ca acest produs sau functiile
sale 33 nu fie disponibile Tn unele tri
sau regiuni. Contactati reprezentantul
de vanzari.

Rx Only

© 2021 General Electric
Company. Toate drepturile rezervate.
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Detalii despre functii

Protocoale bazate pe anatomie Auto Aorta = Capacitate de ajustare de tip ,bulls
o Programul  oferi  protocoale e Cu un singur clic, programul eye” a vizualizdrilor sectiunilor x
predefinite pentru revizuirea rapidi,  indepirteazl automat oaseie si pentru a imbuntati urmirirea celor
ugoard a tuturor structurilor vasculare: efectueazd urmdrirea liniei mai mici i mai sinuoase vase.
¢ Intracerebrale centrale a aortel 5i arterelor iliace o M3surarea volumului trombilor

+ Carotide # eticheteazd vasele. permite urmarirea modificrilor in
¢ Aorta toracics decursul timpului. Msuritorile
¢ Aorta abdominald suplimentare includ:
¢ Vase colaterale s Diametru minim
¢ Spinale * Diametru maxim
o Extremitagi ¢ Diametru mediu

¢ Protocoalele pot fi personalizate ® Suprafatd de sectiune
pentru 3 fndeplini ceringele
dumneavaastrd si pot fi salvate
pentru a fi accesate rapid.

AutoBone™ Xpress

* Protocoale anatomice cu
indepdrtarea automatd a oaselor. e«  Pur si simplu confirmati urmarirea

*  Vizualizare Imbunitatits avaselor prin automatd sau modificati prin
indepirtarea detafiilor osoase obstructive addugarea unor puncte de

ramificatie suplimentare, stergerea

unui punct unic sau stergerea mai

multe puncte din orice vizualizare.

Urmdrire rapidd Baza de date a denumirilor vaselor
* Detectare semiautomatd a vaselor o Fiecare protocol este asociat cu o
complete de la un singur punct de bazi de date de nume de vase
pornire

¢ Baza de date cu denumirile vaselor
poate fi personalizatd pentru a
indeplini cerintele dumneavoastri
pentru fiecare regiune anatomici.

s Tndepdrtarea automata a
calciului pentru vizualizarea
lumenului vaselor

» Un singur clic dreapta asigurd
acces la lista numelor vaselor in
functie de anatomie.

AVA dinamic

¢ Urmdrirea in timp real a liniei
centrale a vaselor i vizualizarea
imediat3 a unei imagini
desfisurate pentru inspectia rapida
a vaselor.

e Acces imediat la instrumentele de

+ Editare avansatd cu instrument de
analizi a vaselor.

interpolare variabild pentru editéri

rapide ale liniei centrale ajustate la  Editarea conturului cu o selectie

lungimea vaselor. de instrumente de desenat cu
interpolare variabild pentru
editare rapida.

SECRET D
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Instrumente avansate de

analiza a vaselor

TSRS

Analiza semiautomati a vaselor vi
permite s& urmdrifi, extrageti,
vizualizati 5i dimensionati vasele.

Unmériti un vas §i ramificatiile acestuia
pentru o revizuire rapidd in vederi curbe,
longitudinale oblice sau transversale.

Capacitayi de depunere multi-punct
pentru urmdrirea imbundtatirii liniei
centrale Tn cazurile complexe.

Atunci cdnd editati conturul unui vas,
programul interpoleazd  automat
editarea la sectiunile fnvecinate.

Genereazi 5i salveazd filman rotative

- Reformare pland curbati si
vederi transversale (lumen)

- Cele mai bune imagini
reformate in sectiune L

Selectarea segmentelor de vase
pentru analiz cantitativd si calitativa.

e Masuratorile disponibife inciud:

- Distantd
- Suprafatd de sectiune

Comparare cu puncte de
referintd unice sau duble
Procent relativ
stenozé/anevrism
Identificare prin culoare
Unghi 3D

Extractla trombilor

Volum

Diametru mediu, min, max

Miscare liberd intre etapele de
revizuire §i protocoale fird a
pardsi examinarea.

Detectarea stenozei si ColoriD

Cu tehnica personalizabild de
depunere in unul sau doud puncte,
puteti cuantifica automat gradul de
stenozd si lungimea segmentului.

Prin atribuirea unei mapéri
persenalizabile in culori pentru
intervalele de numere CT din cadrul
unei imagini, puteti identifica placa pe
o imagine axiald, un reformat curbat
sau o imagine MPVR. Sunt disponibile
pand la zece niveluri de codare a
culorilor. Culorile trec ugor de la o
densitate la alta.

Efectuati misurdtori de volum si
suprafat¥ pentru a urmari
dimensiunea pldcii in timp.

SECRET DE
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ROI 30 personalizat v3 permite s
aplicati culori pentru toat3 anatomia.

Generati mai multe ROI pentru un
singur vas sau mai multe vase.

includeti automat in raport
fiecare placd definits, volumul
st suprafata acesteia.

Quick AVA

AVA dinamic asigurs acces la
analiza vaselor din orice protocol.
Lansati functia Quick AVA

{AVA rapid) din bara

principald de instrumente.

Efectuati analiza vaselor din orice
imagine 3D sau reformat3 cu un clic
in unul sau doud puncte,

Dacd detectati o leziune, puteti si o
analizati plasind un punct deasupra
$i sub sectiune. Instrumentul de
analizd a vaselor se lanseazi
automat pentru revizuirea rapidé in
vizualizare de tip reformat curbat,
transversal, lumen 5i MRP.
Extindeti urmdrirea proximald

sau distal3 pentru vizualiziri
extinse in orice moment.

Tabel centralizator si raport

Masurdtorile sunt incluse
autemat in tabelul centralizator
pentru o revizuire mai usoara.

Apdsati pe orice misurdtoare din
tabelul centralizator si veti fi dus
la locatia acelei masuréatori.

CONFIDENTIAL




o Pregititi raportul cu un singur clic Salvare si protocol

sau generati un raport avansat cu « Salvati stadiul actual al urmdririi si
optiuni personalizate mésuratorilor pentru a fi inclircat
* Trimiteti raportul in baza de date, cu usuringd cu un singur clic.
filmer sau PDF. Varianta salvat3 surprinde:
- Imagini 3D
- Urmadrirea vaselor
- pe— e - Madsuratori
i - Contururile vaselor,
__é_‘é‘_- » Transferati versiunea salvats in

PACS sau alte statii de lucru AW
pentru revizuire ulterioars.

¢ Salvati protocoalele
personalizate inclusiv etichetele
$i masuritorilor anatomice.,

Rezumat

VessellQ Xpress oferd instrumente
prietenoase, o interfat3 intuitivi pentru
A S A a vé ajuta sé simplificati procesul de
analizd a vaselor $i s generati rapoarte
mai complexe pentru medicii curanti,

Comparatie intre mai multe

studii

* CuVessellQ Xpress, puteti compara
un studiu anterior cu studiul curent.
De asemenea, aveti flexibilitatea de a
lansa o comparatie In Quick AVA,
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