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System Affera (Medtronic)

HexaPulse™ PF generator
Unipolar, biphasic PF energy delivery

HexaMap™ CIU
Magnetic navigation and map acquisition with
intracardiac electrogram
display, recording, and pacing

HexaFlow™ irrigation pump
Responsive irrigation and bubble detection
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Affera IDE
Trial

« Prospective, multicenter,
randomized interventional
study for persistent AF

« 420ptsin 1:1in 35 sites
randomized
— Affera + Sphere 9 PF/RF

— CARTOS3 + Thermocool STSF

 Complications

— 3 Vs 2 in investigation vs
control arm

* Non-inferiority in primary
endpoint (p<0.0001)

Anter E. Nature Medicine 2024
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Pulse-field for VT ablation

Preclinical model

Ventricular Lesion Depth with RFA and PFA

P=0.004
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PFA produces discrete lesions with well demarcated borders between treated and untreated myocardium and lesion
dimensions that are nearly similar to those achieved using radiofrequency energy.
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PF ablations on PAP muscles and deep
septal lesions

™~ R Acute Lesion (2/days post-ablat

« Swine model e
« Ablation at , difficult” locations
« Papillary muscles (n=13)

— Lesion size 18x15x6mm
« Epicardial space

— Lesion size 30x24x9mm

« Bipolar PF lesions on |V septum
— Lesion size 30x21x14mm
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What are the differences?

RF vs PF for lesion creation

Thermal lesion Yes No

Factors for increasing
lesion size

Repetition of applications

Power, time, CF (up to 4x per site)

Penetration through the

. Limited Better than RF
preexisting scar

Myocardial stunning?

Risk of colateral damage Well known Conduction system damage
Spasm
Larger
Reversible lesion volume Smaller Higher risk for recurrences?

Potential for reversible pulses

Koruth et al., Focal Pulsed Field Ablation in Swine, Circ Arrhythm Electrophysiol. 2020;13:e008716. DOI: 10.1161/CIRCEP.120.008716 (Pre-Clinical).
Reddv et al.. PFA/RFA to Treat AF With a Lattice-Tip Catheter. Circ Arrhvthm Electrophvsiol. 2020:13:e008718. DOI: 10.1161/CIRCEP.120.008718 (FIH).




Difference in PF penetration through the
scar tissue

RFA Lesion

Al= 900 (140 sec) Endocardium |
30w/21g R
A Impedance 6% ,.

1o0h

Not ablated

-~~~ lrreversible RFA injury
=== Viable cardiomy

4mm ]

Younis A, Anter E Circ AE 2022

PFA Lesion

LV Endo
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PF ablation is very effective In
eliminating local potentials...
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Substrate modification by large tip

P
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Substrate modification by large tip
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Substrate modification by large tip
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Voltage map prior ablation Ablation strategy Voltage remap after ablation




Chronic changes after PF ablation

Voltage map prior ablation Voltage map with PF ablation sites
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Chronic changes after PF ablation

Voltage map prior ablation Voltage map with PF ablation sites Remap after 3 months
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GUCHD pt with VT after previously failed RF
ablation (3rd procedure)
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Voltage map with scar over RVOT Transcatheter PV valve Activation during VT
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VT termination only after multiple PF lesions
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Ablation in the ,channel” Sphere under the TPV Termination with 3rd PF application




Epicardial mapping/ablation in NICMP

Endo map

Epi IEGMs prior PFA Endo IEGMs prior PFA Epi IEGMs post PFA Endo IEGMs post PFA
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Spasm after epi PF ablations
(but no phrenic nerve pulsy)
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PF ablation induced coronary injury

PFA-STSF

PFA-STSF, N=2

PFA-OMNY, N=3

Transmural fibrosis
with intimal
hyperplasia

Spared coronary

QI

...........

Transmural
4 fibrosis with

RFA-STSF, N=2

With RF less coronary narrowing/spasms (8% RF vs 23% PF); no VT or VF, ST elevations

But more chronic histological coronary effects (42% RF vs 18% PF)

Kawamura | Circ EP 2025
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Despite acutely successful ablation, recurrence of very 3 Y Sphere9 catheter
slow incessant VT 110 bpm was noted. ‘ ~could not properly
Remapping with CARTO mapping system and 4mm tip &each the recessus

located middiastolic signal in recessus under the underneath
tricuspid valve the tricuspid
™ e ™ ~valve due to
. Its size
TN TN TN T T "
NS TN NS NS T
. N T ,
a With SmartTouch
. catheter we
successfully
reached

. the target site

T~/ T~/ T/ T/ T/ Non- |ndu0|b|I|ty at the end and no

recurrence since the procedure



Vysledky

Mapping and ablation of ventricular tachycardia using dual-energy

lattice-tip focal catheter: early feasibility and safety study

032 Patient
mp popau::?ion

Prospective observational case
series of 18 patients with VTs
- all but one with SHD
- mean LVEF 34 +10%
- 66% previously failed ablation
- electrical storm 22%

Methods

Use of “large footprint” lattice-tip
focal catheter enabling:

HD mapping and

dual-energy ablation (RF & PF)

Peichl P, Europace 2024

Mapping time
18.7 £6.6 min for LV
with 4581 + 2095 pts

Ablation

Rapid substrate <

;rfu ¥
modification with

Results

12+7 RF and 89 PF A ! Voltage map prior ablation Ablation strategy Voltage remap after ablation

applications per pt

Safety issues

Coronary spasm
after epicardial PF
ablation resolving
after nitrates, but
no phrenic nerve

pulsy

VT ablation outcome

100% 89%
78%
80%
60%
40%

20%

0%
Acute success 3-month follow-up
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Zavery

 Mapovani a ablace komorovych tachykardii pomoci
systemu Affera umoznuje:
— Rychlé denzni aktivacni a voltazove 3D mapovani
— Efektivni terapii pomoci ablace s RF i PF energii

« Jedna se 0 novou generaci elektrofyziologickych
mapovacich/ablacnich systému, které umoznuje IéCbu i u
pacientu, u kterych konvencni moznosti ablace selhaly
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