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ATFORM OF LABORATORIES FOR ADVANCES IN CARDIAC EXPERIENCE

A PARADIGM CHANGE IN LESION FORMATION: REPRODUCIBLE LESION

PFA DOES NOT DEPEND ON ANATOMICAL VARIATIONS:
PROXIMITY TO TISSUE IS CRUCIAL

~ Pouch-like
recess \,

PFA IS LESS SENSITIVE TO THE NATURE OF
ATRIAL AND VENTRICULAR SUBSTRATES
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[ CONTACT IS ESSENTIAL IN BOTH BIPOLAR AND MONOPOLAR PFA DELIVERY ]

Effects of In Vivo Contact Force on Pulsed-Field Ablation
Efficacy in Porcine Ventricles [

Taro Koya | Naoto Otsuka | Jason A. Tri | Yang Ying | Elyana Espinoza | Samuel J. Asirvatham | Duy T. Nguyen

INCREASING CONTACT FORCE USING BIPOLAR PFA
HAS MINIMAL EFFECTs ON ACUTE LESION

Monopolar Bipolar

(A) (B) FOR MONOPOLAR PFA,

GREATER CF CAN IMPACT LESION DEPTH
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FOR FARAWAVE, INCREASE FORCE LEADS TO SPLINES DEFORMATION AND DISTORTION OF E FIELD
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PLATFORM OF LABORATORIES FOR ADVANCES IN CARDIAC EXPERIENCE

Pulsed Field Ablation Index—Guided Ablation for
Lesion Formation: Impact of Contact Force and

Number of Appllca’uons in the Ventricular Model CONTACT IS ESSENTIAL AND SHOULD BE
: ' D i i s Sopanag D PERPENDICULAR TO THE TISSUE

DEPTH OF LESION INCREASES
WITH APPLICATIONS
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while the relationship between CF and lesion depth
(y=2.882+0.0209x; r’=0.08; FP=0.0024) and CF and ) #a ! e
lesion width (y=10.633+0.0422x; r’=0.04; FP=0.0043) ) il s appications: > 12 applications:
were weakly linearly related, the combination of the PFA e e L

CONGRESSO RoMA, 25 - 27 Giugno 2026



Migliorare la durabilita dell’isolamento delle vene polmonari (PVI) nella

20
@PLACEZG PFA: integrazione tra contact sensing e sistemi di mappaggio avanzati
MAPPING PROXIMITY INDICATOR OF CHRONIC LESION:
Intersection of the estimated PFA field volume & anatomy prior to PFA delivery

E-field
(V/ecm)
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Note: Images above are not uniform in scale. This illustration shows the E-field for one spline pair
in both basket and flower poses. Several different spline pairs are used during each PFA application.

N Threshold for irreversible electroporation of cardiomyocytes is typically
| between 300-500 V/cm depending on catheter, waveform and dosing design
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Contact Sensing: REAL LOCAL IMPEDANCE with FARAWAVE

Contact Sensing is an impedance-based metric that exhibits differences blood vs tissue

Contact Sensing with calibration
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Contact Sensing: REAL LOCAL IMPEDANCE with FARAWAVE
N AVI GATE P F . Visualization and chronic assessment of electrical field tags for pulsed field ablation of pulmonary veins (25

with the second-generation pentaspline catheter

Fea Si b i I ity stu dy Of FA RAVI EWTM Authors: Vivek Y. Reddy, Ignacio Garcia Bolao, Noel Fitzpatrick, Petr Neuzil, Ramén Albarran Rincén, Evripidis Mikos, Silvia Canepa, Tobias Oesterlein, Brendan Koop, Sarah Gutbrod, Gabor Szeplaki Heart Rhythm
PHASE 1 o
, . Study Timeline
To establish best practices for use of the FARAVIEW

PFA 30 days 60 days 90 days

Procedure

FARAWAVE
20ablation | Follow-up

with integrated
FARAVIEW
mapping

Phase 1 (n = 30 pts)
PHASE 2 Acute isolation of ablation targets

(PV, or PV+PW)

To evaluate contact sensing and lesion tagging features

Q
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Phase 2 (n = 30 pts) 60-day Remap

Acute isolation of ablation targets Durable isolation
(PV, or PV+PW) Lesion tagging accuracy
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Contact Sensing: REAL LOCAL IMPEDANCE with FARAWAVE
N AVI GATE P F . Visualization and chronic assessment of electrical field tags for pulsed field ablation of pulmonary veins (25

o with the second-generation pentaspline catheter
Fea Si b | I |ty Stu dy Of FA RAVI EWTM Authors: Vivek Y. Reddy, Ignacio Garcia Bolao, Noel Fitzpatrick, Petr Neuzil, Ramén Albarran Rincon, Evripidis Mikos, Silvia Canepa, Tobias Oesterlein, Brendan Koop, Sarah Gutbrod, Gabor Szeplaki Heart Rhythm

PV contact: Posterior Wall contact: .
>160Q >150 Q Measured local impedance values
(& LS2D@ 2 B e (> 10 Q@ blood pool) are dependent on Anatomical location

Impedance Values (Averaged Across 5 Splines) at Locations in LA

in Ohms

mpedance

LA blood pool:
i 130-140Q

Variability across patients is expected. Values outside this range can stillbe
considered normal, depending on individual patient characteristics.
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Contact Sensing: REAL LOCAL IMPEDANCE with FARAWAVE

Contact Sensing GUI elements

EXAMPLE

FW Glowing Electrodes Data table

0 Values

Impedance Bar Widget Calibration Window

Start Calibration
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WHAT BENEFITS CAN IT BRING?

RAO = E i; ‘ 2

[ RIPRODUCIBILITA’ DELLA LESIONE ]
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PLATFORM OF LABORATORIES FOR ADVANCES IN CARDIAC EXPERIENCE

FAR FIELD IMPEDANCE

COMMON GAPS IN POSTERIOR WALL ISOLATION WITH FARAPULSE:

Posterior wall ablation by pulsed-field ablation:
procedural safety, efficacy, and findings on redo NOT ALL SPLINES ARE IN CONTACT DURING PWI

procedures

Thomas Kueffer ® "%, Hildegard Tanner @ ', Antonio Madaffari ® ', Jens Seiler’,
Andreas Haeberlin © "2, Jens Maurhofer @ ', Fabian Noti © ', Claudia Herrera
Gregor Thalmann', Nikola A. Kozhuharov © ', Tobias Reichlin © ',

and Laurent Roten ® "*
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FAR FIELD IMPEDANCE

COMMON GAPS IN POSTERIOR WALL ISOLATION WITH FARAPULSE:

Posterior wall ablation by pulsed-field ablation:
procedural safety, efficacy, and findings on redo NOT ALL SPLINES ARE IN CONTACT DURING PWI

procedures

Thomas Kueffer ® "%, Hildegard Tanner @ ', Antonio Madaffari ® ', Jens Seiler’,
Andreas Haeberlin © "2, Jens Maurhofer @ ', Fabian Noti © ', Claudia Herrera
Gregor Thalmann', Nikola A. Kozhuharov © ', Tobias Reichlin © ',

and Laurent Roten ® '*
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@ ESC curopace (2026) 26, cusenns CLINICAL RESEARCH
@ https://doi.org/10.1093/europace/euag118

Optimized workflow for pentaspline PFA and its
impact on PVI durability: evidence from
systematic remapping

Optimized Workflow for Pentaspline PFA and Its Impact on

PVI Durability: Evidence From Systematic Remapping

118 patients enrolled, 94 remapped

C/AY)  Perorysmal orpersistent AF patients B o prior cardiac CT or intraprocedural imaging PVI durability (per vein / per patient): Daniel Rodriguez-Mufioz ® »2*, Lucia Cobarro Galvez ® *?,
r Q) Index PVI procedures using pentasplie PFA catheter Propofol-based deep sedation (Propofol) } Phase 1: 89.8% / 60.0% Ez Alddin Rajjoub Al-Mahdi © 2, Isabel Lépez-Alacid ® % Javier Ramos Jiménez ® 2,
h Fluoroscopy-only and Fluoro+EAM guided ablation Same-day discharge e e e Phase 2: 92:9% , 76.5"«’-; Alvaro Marco del Castillo ‘31,2’ Luis Borrego Bernabé ®1,ZY Martin Negreira
>30-day systematic remapping Progressive workflow refinement (3 Phases) to increase PVI durability Phase 3 99.2% | 96.7% Caamafo © 1,2,3, Lorena Gémez Burguefio ® 1,2’ Fernando Arribas Ynsaurriaga ® 1,2,4‘5Y
and Rafael Salguero-Bodes ® 1245
Phase 1 Phase 2 Phase 3
—|_ Systemati f orthogonal project [ N o)
—l_ ysl_em"a IC use of orthogonal projections pror to { Additional applications to right-sided carina from Additional applications to left-sided carina
applications both superior and inferior vein from both superior and inferior vein
Reference image of first application in both basket — El id th
.I and flower configurations to guide subsequent EI,_E ect;oanat%mlc glapplng gur tanfce[ w sylstematlc,
positions covering non-treated areas Sheath-catheter [N Ic;z::bstr:gr?_ ased assessment of pianar spline
Position stability check after each application — ?oerp:;rygﬁgﬁons
o o o — :> in inferior PVs Segmental, “quadrant-guided” applications if
ﬁ Re-initiation of application pairs if suspected catheter in flower suspected non-planar spline distribution
A’ displacement or >30 seconds since first application ‘configuration

Posterior Anterior ‘ Posenor‘ Anterior Posterior Anterior
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Affera™ Prism-1 Mapping System Software - Features and Functionality Local Impedance and Temperature Measurements
e Local impedance can provide an indication of electrode « Temperature information from each electrode represented
proximity and orientation with color gradient
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Delivers targeted lesion sets where it matters with an Gain real-time procedural insight with elegant
8-spline balloon-in-basket design that conforms to anatomy impedance-based contact visualization through AutoMark
and creates a wide-band lesion2 for fewer repositions and eField integration for precise lesion tracking34
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Enables a single-catheter
workflow for mapping, pacing,
and ablating, minimizing catheter
exchanges
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Safety and effectiveness of the first balloon-in-basket pulsed field
ablation system for the treatment of atrial fibrillation: VOLT CE Mark
Study 6-month results

6-MONTH RESULTS OF THE VOLT CE MARK STUDY

‘~ 1007% < T 5
0% 4 I e
a0% 4 ey

70% 4

Preprocedure

% 150
99 1 O/o ZZIﬁ“‘ 88.2% rar

ACUTE EFFECTIVENESS ¢ w| 70.7% persar

PVI confirmation after 20-minute wait period 0% ;
Index pfocedure Momr 3 Month 6

6 MONTH EFFECTIVENESS

Free from documented AF/AFL/AT recurrence
17.6x5.7 -
TOTAL PFA 2 7 /o
5

APPLICATIONS/PATIENT PRIMARY SAFETY

Baseline 2 applications, maximum of 8 ' : J—
applications per vien 2 vascular access/major bleeding complications,
1 cardiac tamponade, 1 pneumonia

60% 4
50% 4

Freedom from AF/AFL/AT recurrence

Post-procedure
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ORIGINAL RESEARCH

ATRIAL FIBRILLATION

PVI With CF-Sensing Large-Tip

Focal PFA Catheter With 3D Mapping
for Paroxysmal AF

Omny-IRE 3-Month Results

A B

12-mm basket
[ 1 2.25-mm

‘ ~ W electrodes

CENTRAL ILLUSTRATION: Summary of the Omny-IRE 3-Month Results

Omny-IRE 3-Month Results: PVI With a CF-Sensing, Large-Tip Focal PFA Catheter
With 3D Mapping Showed High Acute Success and PVI Durability With a

Promising Safety Profile in the Treatment of Paroxysmal AF
Study Design Ablation Procedure

*18-75 years of age i i f

+ Symptomatic paroxysmal AF

13 Centersin
Europe & Canada Anterior-  p ¥ -k- Posterior-
posterion %0 m anterior
L 21 operators view iew

Target PF index; antesior, 550;

posterior, 400-450 Acute  Noacute PVI
ITD: anterior, 56 mm; posterior, 59 mm< PVl reconnection  durability®
"‘ 136 patients®
59.8 years, 69.13% male, Additional safety assessments 5.0 min  Median fluoroscopy time
1.6 CHA,DS,-VASc score | (up to 3 months)®: 176 sec  Median PFA time®
* Neurological
Primary endpoints L « Esophageal endoscopy Safety
+ Safety®: PAEs g * Cardiac CT/MRA 3.0% PAEs
Ao o PVIdurability assessment « Ivascular access  + 0 severe PV stenosis
(75 days): complications « 0 esophageal injuries
« Remapping procedure * 1 pericarditis * 1 asymptomatic SCE

Duytschaever M, et al. JACC Clin Electrophysiol. 2025;11(8):1769-1782.

0.5-mm | & PFindex
electrode ]
distance , 350 500 ‘ S
Anterior-posterior view Posterior-anterior view
settings (n = 28) settings (n = 108)
Magnetic Infertag distance <9 mm <6 mm <9mm
CF sensor location
Sensor 550 (if <500,
Recommended resdiate on e
target PF index 5% 40 same spotwitn| 400450
T greates foree)
i7.5-Fr bidirectional
detectable shaft ’F:m fW! 20-50¢ »359 >259
Additinal If force could not be achieved without sheath support, the sheath
was advanced 10 the proximal portion of the basket and the
Quidance maximum number of appications (12) were delivered
The workfiow was updated after 28 10 impeovet reaching the target index,
Refiable force measurements and PF index calculations require adequate distance
from the proximal potion of the basket,
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Pulsed-Field Ablation to Enhance the )
Durability of Pulmonary Vein Isolation ‘
and Treat Paroxysmal Atrial Fibrillation

Vivek Y. Reddy, MD,* Hans Kottkamp, MD,” Hugh Calkins, MD," Devi G. Nair, MD," Philipp Sommer, MD,*
Ayman A. Hussein, MD,’ Burghard Schumacher, MD,b Srinivas Dukkipati, MD,* Petr Neuzil, MD, PuD,?

Saumil Oza, MD," Christopher Woods, MD, PD,' Marc W. Deyell, MD, MSc,) Jose Osorio, MD,* Atul Verma, MD,' the
PULSAR Investigators

FLOW Map Tailored Electrode Selection
D 3.5mm 2mm 3.5mm
Stainless
steel rib
Flat gold
electrode

Temperature
sensor
(0.025 mm)
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PLATFORM OF LABORATORIES FOR ADVANCES IN CARDIAC EXPERIENCE

CENTRAL ILLUSTRATION: The Multielectrode Spherical Array PFA
Catheter in PULSAR

0 ety events
0% Device-retated event

Selective electrode targeting (green tags) of
Intonded tiisue, for cuntomizable PFA lesions

[ Prvotal Codort, n = 164)

nl |

02 2:¥eae KM Froedom from AF/AFLIAT
o 1 7. (95% O 20.6%-K1.9%)

|«

|

—
Survival

e
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¥ W vo‘@e“" Days
W Perven I Per-Pationt

Reddy VY, et al. JACC. 2026;87(14):1747-1761.
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Pulsed-Field Ablation to Enhance the L)
Durability of Pulmonary Vein Isolation
and Treat Paroxysmal Atrial Fibrillation

Vivek Y. Reddy, MD,* Hans Kottkamp, MD,” Hugh Calkins, MD," Devi G. Nair, MD," Philipp Sommer, MD,*
Ayman A. Hussein, MD,f Burghard Schumacher, MD,b Srinivas Dukkipati, MD,* Petr Neuzil, MD, PuD,?

Saumil Oza, MD," Christopher Woods, MD, PuD,' Marc W. Deyell, MD, MSc,) Jose Osorio, MD,* Atul Verma, MD,' the
PULSAR Investigators
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CONCLUSIONI

L'integrazione del sistema di mappaggio con il contact sensing:

v Migliora la durabilita delle lesioni
v Riduce il numero di erogazioni «inefficaci»
v Aumenta la sicurezza procedurale

v Aumenta la riproducibilita delle lesioni
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