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Advancing the Rhythmia Solution Soreiic
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Nav-Enabled Catheter Portfolio Sléi’esfﬁlﬁc

RHYTHMIA's Versatile Nav-Enabled Catheter Porifolio

From the Simple to the Complex
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Nav-Enabled Ablation Catheters — RHYTHMIA Portfolio Sléfesrt{)t?ﬁc

Solid Tip Catheters

4mm 8mm w/ MiFi

Open-Irrigated Catheters

@] Ol w/ MiFi Force
DIRECTSENSE ENABLED DIRECTSENSE ENABLED
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INTELLANAYV STABLEPOINT

Contact Force & Local Impedance

Ablate with Deeper Insights
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STABLEPOINT Evolves the RHYTHMIA Offering

AvutoTag

Integrated with best in class Automates procedure with tag drops

when selected criteria is met.
Achieve tag: Stability & Force
Color tag: Local Immpedance Drop

mapping system for diagnosis &
validation of procedural endpoints.
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Proximal &
Distal Shaft
Metallic Braid

Industry ‘gold standard’ for
confirmation of consistent &
effective contact.

DIRECTSENSE

Local impedance for tissue
assessment with biophysical
feedback on volumetric heating
& lesion creation.

Improved shaft construction with distal
metallic braid for torque transmission,
tip stability & curve retention.
Ergonomic handle improvements.
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INTELLANAY STABLEPOINT Design Serentific

Electrode spacing: 4-2.5-2.5 mm

Metallic braid reinforced

4 mm tip w/ distal section
6 open irrigation ports

SLAZER handle w/ \\ Robus’r.body design
ergonomic grips / transmits torque, tip

g Tension control x stability & curve retention
T < knob w/ texturing

Bi-wing steering
knob w/ texturing



INTELLANAYV STABLEPOINT Anatomy Serentific

Open-lrrigated Design Goals

TOTAL TIP COOLING™

Dual chambers cool the entire internal tip

EXTERNAL WASHING | tes:
Optimized proximal flow pattern Flow RF‘ es.
actively washes tip 17 mL/min <31W

30mL/min > 31W

Force Design Goals
FORCE MEASUREMENT

Spring displacement & three sensors capture
gram measurement via force applied

Spring
Robust laser cut design maintains
sensitive performance

Inductive Sensors
Translate sensor displacement for angle & force visualization
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Open-lrrigated Distal Shaft Evolution
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INTELLANAYV Ol
Distal Shaft

INTELLANAYV MIFI Ol
Distal Shaft

Fiber Braid
&

Tri Layer:
Pellethane,
Pebax, &
Pebax/Pellethane

Single Layer
Pellethane

Single Layer: Tri Layer:
Pellethane Pellethane, Pebax, Fiber Braid, Pebax/Pellethane

INTELLANAYV STABLEPOINT
Distal Shaft

Metallic Braid
&
Dual Layer:
Pellethane & ﬂ
Pebax/Pellethane [/

Dual Layer
Pellethane, Metallic Braid, Pebax/Pellethane

Robust body designed to tfransmit torque,
provide durability, tip stability & curve retention




STABLEPQOINT User Interface: gBoston..
Force Graph & Catheter Tip Visualization CIEITIIC

B ~o0ve high threshold

Force Value &
Angle Widget

Above target range
Below high threshold

- In target range
Force Graph and Below target range
CatheterTip
synchronization

Displays force value
Indicates force angle
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INTELLANAY STABLEPOINT Boston
User Interface Scientific

5mMm

Force Value
and Angle

Distance
Indicator from
Closest Lesion

Force Graph =—>
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Deeper Insights with DIRECTSENSE hsions,

Localized tissue insights to understand:
— - Tissue characterisation for potential to deliver energy

 Efficient ablation at the right power for the right
duration verified by real-time local impedance drop

« Dynamic lesion formation information with tissue
heating below the surface

« Safely monitor RF delivery / lesion feedback by local
Iimpedance drop to prevent overheating

« Predictable with confrolled RF delivery where
heating below the surface to indicate lesion formation impedance drop for a consistent line

Garrott, K. et al. 2020. “Combined Local Impedance and Contact Force for Radiofrequency Ablation Assessment.” Heart Rhythm. Swine model: n=11

Garrott, K. et al. 2020. “Local Impedance on a Force Sensing Catheter Predicts Volumetric Lesion Temperature Changes [abstract].” European Heart Rhythm Association.Ex vivo swine tissue: n=14 (76 total lesions)
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DIRECTSENSE without Mini-Electrodes

DIRECTSENSE measures local resistivity (including changes due to temperature during RF delivery).
The values measured by DIRECTSENSE are dependent on the catheter type and electirode vector used to create the field.

VALUES will differ between STABLEPOINT & INTELLANAV MIFI Ol because the starting field is different, and the sensing pair is different.
Both methods are sensitive to the same BIOPHYSICAL CHANGES that lead to changes in DIRECTSENSE metric.

INTELLANAYV STABLEPOINT INTELLANAV MIFI Ol

Catheter creates an electric field

between electrode 1 & 4
INTELLANAYV MIFI Ol uses 4 electrode method with minis

When cathetfer approaches INTELLANAV STABLEPOINT Ol uses 3 electrode method without minis
tissue, electric field changes,
offec’rlng |mpedonce measurements NOTE: See usage guidance deck for more on how to

use and the effect of change on DIRECTSENSE values

EP-816102-AA
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DIRECTSENSE without Mini-Electrodes
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Changes in local resistivity (including changes due to temperature rise) modify the local electric field,
which is picked up by the DIRECTSENSE metric

© 2020 Boston Scientific Corporation or its affiliates.

DIRECTSENSE on INTELLANAYV MIFI Ol
uses the Mini Electrodes to sense
the expansion and compression of
the field lines and measure an
impedance value

DIRECTSENSE on STABLEPOINT

uses the Tip Electrode to sense

the expansion and compression of
the field lines and measure an
impedance value.

NOTE: See usage guidance deck for more on how to
use and the effect of change on DIRECTSENSE values
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The difference in the electrode configuration changes the
value but not its relative relationship to local physiology.

ELN 9237068

All rights reserved EP-816102-AA

Values may be different, but the accuracy is not!



STABLEPOINT + DIRECTSENSE SBostome.

Contact Force Local Impedance

ANIMATION DRAFT 04 3 ANIMATION DRAFT 04

Force confirms mechanical contact Provides information into tissue resistivity,
& tip to tissue stability volumetric heating below the surface,
& lesion formation
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STABLEPOINT & DIRECTSENSE Combined ST

GUI allows for customization & physician preference to view only selected widgets during case

Catheter Tip
Visualization «
Choose

DIRECTSENSE or
STABLEPOINT Tip

DIRECTSENSE
Value Widget

L DIRECTSENSE Local
e Impedance Graph

STABLEPOINT
Value & Angle
Widget

STABLEPOINT
Force Graph

SlowsFast Graph
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AutoTag Setup
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Tag Drop Parameters are user-defined
settings that determine what criteria
must be met in order to earn a tag.

Example:

Stability & Force to earn a tag

EP-816102-AA

Name: PVI

Drop Parameters

Stability

Max Distance (mm)

Min Time (s)

mDirectSense

NEW!

EmForce

mRF Generator

AutoTag Presets

Coloring

Time
10s 20s

DirectSense Impedance Drop
120 170

Average Force
10g 20g

RF Gen Impedance Drop
50 10Q

RF Gen Median Power
30W 40W

Save Cancel

Tag Coloring Parameters show where
in the user-defined color range you
are (denoted by a moving marker on
the color bar) for an AutoTag based on
a three-point scale.

Example:

DirectSense Impedance Drop
colors the tag




Ablation Workflow:
STABLEPOINT, DIRECTSENSE, & AUTOTAG

Study -~
- 681ms

ABL - &
Live: 9 LA

oou: @@ ¥ Ablation

% & e 1% 400mmfs v H K T 3 o T

= Proj Dist: 2 mm
4 Map: Orion New . -

Abl: StablePoir = Map  9LA

20mV Bvolt. ~
Ronii

10 RA

0.5 mv

0.1 mv

0.01 mvV

CS 9-10»

CS 7-8'R-

CS 5-6)

CS 3-4|AR

DirectSense

139a
344

JuI0daIqess Sa

WShow Beat Acceptance Criteria

Freeze

100%
100%

Stability Time
Minimum Force

DS Imp Drop

julode|qess :sa

<

.
WAl -
mUpdate Anatomy i

BH2mmfs v H F % = ABL

& Snapshot

® - @/ PL N CS9-10 -

/A % P2 1 MiFiM1-M2 ~ [

141 ms
165 ms

19 ms
15 ms (W |

JUI043]qe3S 23104

el L A

& & B 200mm/s <~ H

=

ON!

B.Time ~

Rsowi

Sequence # 4 Respw./" M
|

Slow/Fast Graph
Study Log

© 2020 Boston Scientific Corporation or its affiliates. All rights reserved

UI043|qe3s 132104

@
&
E
2
2
)
£
2
3
H
g
g
@
»
3
:
S
@
F
z
2
7
H

SBostonﬁC

cienti

EP-816102-AA




Boston
Scientific

Guiding Ablation with Conventional Approach

P: CS 5-6»
V: vzv\jﬁﬁﬁ :
R: CS 5-6) e :
L
b 4 il &‘1

22.0
AR: CS 7-8»r~—\ﬁ %w

STANDARD ABLATION: cs 1-2»4‘¥—A %

v' Electrograms FF
v Relative Position e

mShow Beat Acceptance Criteria mAIl

mCL 0.0ms(

MAR 1.0ms

mRSP 15.5uV ™| mS 0.00 ]| ¢
mM 10.0mmjled... ®TR 10.0 ™| : =

mUpdate Anatomy _ PA
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Guiding Ablation with Force

\BL > & 85 &4 B 100r~ H F > Live
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34
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Guiding Ablation with Force & DIRECTSENSE GRoStone
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STABLEPOINT System Components qBoston..

(Used on Rhythmia Software 4.0) cienti

RHYTHMIA HDx
Ablation Connection Box —
IntellaNav StablePoint

INTELLANAYV STABLEPOINT INTELLANAYV STABLEPOINT
Ablation Catheter Catheter Cable

ABL

Maestro™

Model Numbers:
Standard Curve: M004 ERFSDS9620 0
Large Curve: MO004 ERFSDS§9620K2 O

Model Number: Model Number:
MO004 RARCO03 0 MO004 RA6301 0

Only compatible with Maestro 4000 RF Generator & MetriQ Pump
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STABLEPOINT Technical Specs Soreiic
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Tip design (size / length): 7F / 4mm
Shaft size: 7.5F » Sensors: Force, Navigation, Thermal
Ring Electrode size: 8F » Force design: Spring w/ 3 Inductive Sensors

Compatible Sh?‘“h: 8 8'5':. | . - Compatible System: Maestro 4000 & MetriQ Pump
Electrode spacing: 4mm (Tip to Ring 1), 2.5mm (between rings) . Max power: 50W

Electrode material: Platinum / Iridium
Shaft material/construction: Polymer shaft w/ stainless steel metal braid
Shaft length: 110 cm « Connections: Cable M004 RARCO3 0

Curves: Standard & Large

 Generator Control Mode: Power

© 2020 Boston Scientific Corporation or its affiliates. All rights reserved EP-816102-AA
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INTELLANAYV STABLEPOINT

Contact Force & Local Impedance

Ablate with Deeper Insights
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CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications,
warnings and instructions for use can be found in the product labelling supplied with each device. Products
shown for INFORMATION purposes only and may not be approved or for sale in certain countries. This material
not infended for use in France.
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