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L'evoluzione del pacing cardiaco e un

lungo viaggio iniziato nel 1958.
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Nonostante i progressi tecnologici coi in

guesti 60+ anni non siamo riusciti ad
eliminare importanti complicanze legate ai
sistemi transvenosi.

Lead-related Major Need for system Pocket Device infection
complications? Complications3 * revisions? complications? costs:™

Lead extraction
costs34*

. @ Qy O U

*Major complication was defined as events resulting in death, permanent loss of device function, hospitalization, prolongation of hospitalization by at least 48h or System revision.
** 1GBP =1.17€

20.5k€



| pacemaker Leadless eliminano le
complicanze associate alla presenza

dei cateteri e della tasca.s

Significant Streamlined
complication reduction implant procedure

Major complications Reinterventions Chronic complications Implant success Median procedure
(1-year)* (3-years)® (3-years)® rate®’ time?*

Redefined patient
experience

A pacemaker you
don’t see every day

Fewer post-implant
activity restrictions



Storia della Stimolazione Leadless

I Micra VR
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Micra FIH Micra IDE
b 4 b
2012 2013 2014 2015 2016 2017
Q Q Q Q Q
: EU implants :
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1l battery failure
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LINEE GUIDA ATTUALI

ESC GUIDELINES
@ E S C European Heart Journal (2021) 42, 3427 — 3520

European Society doi:10.1093/eurheartj/ehab364
of Cardiology

2021 ESC Guidelines on cardiac pacing and
cardiac resynchronization therapy

Developed by the Task Force on cardiac pacing and cardiac
resynchronization therapy of the European Society of Cardiology (ESC)

Leadless pacemakers should be considered as an

alternative to transvenous pacemakers when no

upper extremity venous access exists or when

risk of device pocket infection is particularly

high, such as previous infection and patients on
4547 — 50,450

haemodialysis.

Leadless pacemakers may be considered as an
alternative to standard single-lead ventricular
pacing, taking into consideration life expectancy

and using shared decision-making.*>*~*°

R ©ESC 2021
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Differenti dimensioni

>
>

40mm 38.0mm

» Length: 25.9mm » Length: 38.0mm
» Volume: 0.8cc » Volume:l.lcc
» Diameter: 6.7mm » Diameter: 6.5mm
Introducer outer diameter: 27Fr » Introducer outer diameter: 27Fr
Introducer inner diameter: 23Fr » Infroducer inner diameter: 25Fr
> ! Leick, A. Micra vs Aveir and Transvenous Pacemaker Size Comparison*. March 2023. Medtronic data on file.

> * Volume comparison based on Micra and Aveir IFU labeling




Differenti dimensioni

Influenza la posizione d’impianto

Long device may
complicate
navigation across
tricuspid valve3

! Piccini JP, et al. Development and validation of arisk score for predicting pericardial effusion [ °
in patients undergoing leadless pacemaker implantation: experience with the Micra

franscatheter pacemaker. EP Europace. 2022;24(7):1119-1126.

2Hai JJ, Fang J, Tam CC, et al. Safety and feasibility of a midseptal implantation technique of a

leadless pacemaker. Heart Rhythm. June 2019;16(6):896-902

3 1p JE. Advanced helix-fixation leadless cardiac pacemaker implantation techniques to

improve success and reduce complications. J Cardiovasc Electrophysiol. 2023;1-9.

doi:10.1111/jce. 15918

Aveir LP is intended for
apical-septal placement due
to increased length3




Differenti dimensioni

Influenza la gestione a fine vita del device

Micra’s size is optimized for
permanent placement & multiple
implants with limited
interaction®”

Permanent placement is recommended
for Aveir LP if unable to be retrieved?

*In preclinical study

Omdanhl P, Eggen MD, Bonner MD, laizzo PA, Wika K. Right ventricular anatomy can accommodate multiple Micra transcatheter pacemakers. Pacing Clin Electrophysiol.
2016;39:393-397 Aveir

?Leadless Pacemaker Model LSP112V Instructions for Use. Abbott. 2022.

E@I
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Micra can be placed on the septum because

of its size, away from the apex, a known risk factor.**

Micra

Apical Septal Patient

IDE

1.8% ) (20167

Procedure Catheter

placement
(pre-2016)

placement risk score
(post-2016) (2022)14

Nanostim Aveir

Apical IDE Apical-septal

PAR

enhancement
(2023)

technique
(2022)

CED

0.8% ) (2021)=

Pericardial
effusion rate

IDE

Pre-deployment

placement

(2015)% placement

Pericardial
effusion rate

Micra Leadless Pacemakers

(2023)28

mapping

Pericardial
effusion rate



Never Stop
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Micra AV’s accelerometer detects mechanical atrial
activity and uses this information to deliver AV

AV Sy n C h ro n y rei m G g i n e d synchronous ventricular pacing.

Micra AV accelerometer signals explained Ventricular end (VE) marker
End of the A1-A3 ventricular-event signals

Atrial mechanical (AM) marker
Marker that indicates the device
detected the atrial mechanical
confraction or A4

Electrocardiogram

A|M — A|M o Al start of ventricular systole, mitral and
| | | | tricuspid valves close
VE VP VE VP
A2 End of ventricular systole, aortic and
Source accelerometer pulmonic valves close
A3 Diastole, passive blood flow from Ato V,
corresponds to E-wave on Doppler echo
A4

Aftrial systole, blood pushed into

ventricles, 100ms electromechanical

delay, corresponds to A-wave on
A7 Doppler echo

W/L/\A Occurs when the A3 and A4 signals fuse: passive
and active filling of the ventricles occurs
simultaneously, resulting in a larger amplitude
signal.

Rectified accelerometer

Al A2 A3 A4



AV synchrony reimagined

AccelAV study recommendations?®

Improved ambulatory AV synchrony

Ambulatory AV
synchrony (%)
100 -

75.5%

TiE%
an

F=0dar4

with optimized programming

BR.A% B7.29

B37% BB — Dptimize visit

TB.A%
F =0 E 52.9%

7% of beats = 100 bpm
El =m

One-month wisit

= A0

&0-70 70-B0 80-90 20-100
Sinus rate (bpm)

100-110 =110

B W N -

Program the auto A3 threshold feature to “Off” and program a
fixed A3 threshold to a value approximately 1.0 m/s2 greater
than the amplitude of an isolated A3 signal.

Ensure the A3 window end is programmed fo a value just longer
than the end of the accelerometer A3 signal (i.e. confirm the A3
window end was not shorter than the A3 signal).

Review the A4 threshold and maintain the auto A4 threshold =
“On”, except in cases with highly variable and very low A4
signals.

Turn the tracking check feature “Off” and review the PVAB, PVARP,
and upper tracking rate parameters to enable tracking at the
highest at the highest possible sinus rate without substantial risk of
oversensing the A2 or A3 signal.



Never Stop

=Ye)\Viigle
JUGULAR APPROACH




ks

>

>

Micra via Jugular

* X %

CE Marking **C €**

For Medical Devices

:

S8

>500 successful Jugular Micra
implants in Europe
> 80 successful Jugular Micra
implant in Italy

A
95 Published Cases over
past 4 years + growing

Clinical Considerations

May provide alternative approach
if femoral access issues

May assist ease in small / large
anatomies

O\ Link ‘




Anatomia del sistema venoso superiore e

inferiore

Vertebral
Internal jugular

3:"::'2:; External jugular

Subclavian
Mediastinal Brachiocephalic . .

— Superior vena cava| Inferior vena cava
Esophageal — Cephalic

e Short * Long

Internal - 0 .
thoracic N ’ oty - Hemiazygos * Diameter 18-22 mm * Diameter 27-36 mm
H ygf.s e ~ Intercostal * Locatedin the * Located in the
epatic gy N7 . . . .

Inferior vena cava anterior r|ght postenor
Renal Phrenic superior mediastinum
Gonadal . .

Adrenal mEdlaSUnum
Lumbar

Common iliac

Internal iliac

External iliac




Vessel anatomy of the neck

External jugular v.

Internal jugular v.
Common carotid a.

Phrenic n. Vagusn.

Anterior scalene m.

: Right recurrent
J/ laryngeal n.

- Sternocleidomastold m,

Subclavian a.

Subclavian v.

e
|

Trachea o4

Hoffman et al. Clinical Anatomy 2017; 30: 237-250



IMPLANT
PROCEDURE

VIDEO

Set-up Sala w
Operatoria
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Perché I'approccio da
Giugulare puo risultare piu
semplice?




Miglior angolo tra la vena Cava e la

Tricuspide

Superior _ * Easier access into the right ventricle
Vena Cava ™.

Pulmonary
_ Artery

e Easier access to the right ventricular

- ¢ Vein

Left -
Atrium -
(R ... Mitra septum
N . Valve

Left e * BUT: Potentially more direct push to

Pulmonary
Valve ~

Tricuspid ="
Valve

the tip of the delivery catheter

Inferior \ “ Pericardium



OUR
LEADLESS

EXPERIENCE

DAL 2019 AD OGGl




OUR LEADLESS PACEMAKER EXPERIENCE

PM Indication at implant Conduction system & AF Risk factors

TPS as first implant: 179

TPS as system modification: 0

aveiock | [ 25 Age >=75

AV Block I [ 17 Coronary artery disease
AV Block Il [ 52 Hypertension
Bradycardia with AF [l ¢ HF History
Sinus node disease _ 24 Cardiac valve disease
Permanent AF _ 26 Vascular disease
Persistent AF [ 12 COPD
Paroxysmal AF _ 32 LEEB
P Sinus Node Dysfunction Mo AF I 2 Diabetes
AV block |
Bl Syncope 0 20 40 60 ©288833R8838
HF in a patient indicated
to CRT Patients (n) Patients (%)

- Other indication - Yes Mo NA



OUR LEADLESS PACEMAKER EXPERIENCE

Why was chosen a TPS device

IS S 28 [ R § D A |
0 20 40 60 80 100
Patients (%)

- Advanced Age Post Extraction Patient - Dialysis Oncological Patient Permanent Central Venous - Aesthetic Factor N A

[ Few Venous Accesses Previous Infections [ Disbetes  [Jl] 'mmunocompromised Patient Accesses B Other

High Infection Risk Il Petient Choice

IMPLANT INFORMATION EARLY SAFETY (Events: 4 | Pts involved: 4 (2.2 %))
Pts with data Median Q1-Q3 Periprocedural event type
Procedure time (min) 177 25 19-45 (within 30 days since implant)
Fluorosopy time (min) 177 5 3-7
N. of TPS depl 177 1 11 Events at groin site
"© eployments i Cardiac effusion/tamponade [ 1.1%
N. of tines fixed 177 3 2-3 Device migration

Elevated threshold ] 0.6 %
Failure to capture

Position
Systemic infection
Other technical
Other clinical [ 0.6 %
Apex Qutflow track septum
106 l A» ] P Other not specified
I Low septum Other

Medium septum 0 10 20

N. of Events



OUR LEADLESS PACEMAKER EXPERIENCE

& frontiers N gy
in Cardiovascular Medicine
Enrolled patients

® N=140

e
Single-Chamber Leadless Cardiac S
Pacemaker in Patients Without Atrial N=10 (7.1%)
Fibrillation: Findings From Campania - Missing telephone number N= 1 (0.719%)

- - Untraceable telephone number N= 3 (2.1%)
LeadleSS Reglstry - Incomplete data N= 3 (2.1%)
- Withdrawal of informed consent N = 3 (2.1%)

Vincenzo Russo ™, Antonello D’Andrea?, Stefano De Vivo?®, Anna Rago®, Gianluca Manzo?,
Antonio Bocchetti', Andrea Antonio Papa®, Valerio Giordano?, Ernesto AmmendolaZ,
Berardo Sarubbi®, Paolo Golino’, Antonio D’Onofrio® and Gerardo Nigro'

Cardiology Unit, Department of Medical Translational Sciences, University of Campania “Luigi Vanvitelli", Naples, Italy,

Department of Cardiology, Umberto | Hospital, Nocera Inferiore, Salemo, Italy, * Department of Cardiology, Monaldi Patients with follow-up data

Hospital, Naples, Italy N= 130
TABLE 4 | Electrical parameters and clinical events at follow-up. FIGURE 1 | Study of the flowchart.
Overall population AF group No AF group P
n: 130 n: 61 n: 69
Electrical parameters
R wave amplitude, mV 13.75 £ 5.04 11.8+£52 109+ 4.8 0.32
Ventricular threshold, V 12+04 063 + 0.45 0.55 +£0.37 0.79
Ventricular impedance, Ohm 716.9 £ 1874 7079 £168 711 +187 0.82
Ventricular pacing (%) 40+ 29 31+16 E2 + 36 0.002
Clinical events
Syncope, i (%) 5(3.8) 2(3.3) 3(4.3 0.71
Cardiac hospitalization, n (%) 764 3(4.9) 4(6.8) 0.82

All-cause death, n (%) 10(7.7) 5(8.2) 5(7.2) 0.83



OUR LEADLESS PACEMAKER EXPERIENCE

CONFIDENTIAL
INFORMATION

Table 3. Acute procedural complication of the overall patient population and stratified by the
Surgery two study groups: patients treated in centers with cardiac surgery facilities versus those
Short Title: Leadless Outcomes in non surgical centers treated in centers without cardiac surgery

Outcomes of Micra Leadless Pacemaker Implants in Centers With and Without Cardiac

Gianluca Manzo', Gabriele Giannola?, Gerardo Nigro2, Giulio Zucchelli®, Antonino Nicosia®, Pietro

Palmisano®, Luca Bontempi’, Miguel Viscusi®, Mattia Liccardo®, Marcello Piacenti'’, Giuseppe Evont TOTAL No CS Group CS Group p-value
. . . . . . . . . (N = 1899) (N = 874) (N =1025)
Coppola', Mario Volpicelli'?, Giovanni Morani'®, Sem Briongos'4, Saverio lacopino® At least one acute
€ 0.6% (12/1899) 0.8% (7/874) 0.5% (5/1025) 0.391
periprocedural event
. .
EP Europace Septal Perforation. 0.1% (1/1899) 0.1% (1/874) 0% (0/1025) 0.279
Pericardial effusian, 0.1% (2/1899) 0.2% (2/874) 0% (0/1025) 0.125
Issues More Content v Submit v Purchase Advertise v About v . N .
Pericardial separakion. 0.1% (1/18989) 0.1% (1/874) 0% (0/1025) 0.279
" Gardiag tampeonade 0.1% (1/1899 0% (0/874 0.1% (1/1025 0.356
About the journal (1/1899) (or874) (171025)
EP - Europace - European Journal of Pacing, Arrhythmias and Cardiac Electrophysiology of the
European Heart Rhythm Association of the European Society of Cardiology. The journal aims
45 EOVIOR Al A7SEISR B SONTHBAICALGH GEHGD RUALLY BAFGDEAH A Hitbm £tional DEIgIAAL Femeral Peeudoansurysm, 0.1% (1/1899) 0% (0/874) 0.1% (1/1025) 0.356
scientific work and reviews in the fields of Arrhythmias, Pacing and Cellular .
Electrophysiology. The Journal offers the reader a collection of contemporaty original peer FemeralAV fistula 0.1% (2/1899) 0.2% (2/874) % (./1025) 0.125
reviewed papers, invited papers and editorial comments together with book reviews and
correspondence.
The journal is affiliated with the Working Groups on e-Cardiology and Cardiac Cellular Failure t ture due to High
Electrophysiology of the European Society of Cardiology. ailure to capture due to Hig 0.1% (1/1899) 0% (0/874) 0.1% (1/1025) 0.356
threshold
Elevated threshold
upaliBesiieenindilin 0.1% (2/1899) 0.1% (1/874) 0.1% (1/1025) 0.910
Device migration, 0.1% (1/1899) 0% (0/874) 0.1% (1/1025) 0.356

Year  ImpactFactor Sk Cardiac & Cardiovascular Systems

2020 5214 40 out of 142



OUR LEADLESS PACEMAKER EXPERIENCE

Implant Position

RVOT
RV mid - septum

RV apical - septum
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OUR LEADLESS PACEMAKER EXPERIENCE

JUGULAR APPROACH
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Introducing The World’s First Leadless Dual Chamber

Pacemaker System?-2
The AVEIR™ DR System features

» Two distinct devices

» Sensing and pacing in both the
right atrial and right ventricular
chambers

AV synchrony (AVS) made
possible through proprietary
implant-to-implant (i2i™)
communication

[~ G|
©

?J_—u @ < "

v v

Upgradeable to match your
patient’s

pacing needs today and over
time as those needs change




AVEIR™ Leadless Pacemakers can Provide Therapy for all
Common Pacemaker Indications!%3

INDICATIONS FOR USE

AVEIR AR ATRIAL PACEMAKER AVEIR VR VENTRICULAR PACEMAKER AVEIR DR DUAL CHAMBER PACEMAKER SYSTEM

* Sinus node dysfunction and normal AV and * Significant bradycardia and normal sinus rhythm * Sick sinus syndrome
intraventricular conduction systems with only rare episodes of AV block or sinus arrest * Chronic, symptomatic 2nd- and 3rd-degree AV block
*  Chronic atrial fibrillation * Symptomatic bilateral bundle-branch block when

tachyarrhythmia and other causes have been ruled out

1 AVEIR Leadless Pacemakers and Delivery Catheter IFU. ARTEN600307044. Proprietary and confidential — do not

2 Micrat VR2 MC2VRO1 IFU distribute
3 Micrat AV2 MC2AVR1 IFU



The World’s FIRST and ONLY Atrial Leadless Pacemakerl

AVEIR™ DR DUAL CHAMBER LEADLESS PACEMAKER SYSTEM

AVEIR™ AR Atrial LP

1. Docking button
2. Outer fixation helix
3. Inner helix tip electrode

Length: 32.2 mm Diameter: 6.5 mm (19.5 F)

. Dual Helix Design for Atrial Therapy

* 1.63 mm inactive outer helix provides primary fixation

* Recessed, inner helix acts as the pacing electrode and
provides additional fixation and electrical stability

 Recommended implant site: base of the right
atrial appendage

Electrical Performance at 3 Months

Patients with acceptable atrial device
pacing capture threshold (£ 3V at 0.4 ms)
90.2% and sensing amplitude (> 1 mV)3
* 95.2% success rate with modified
sensing criteria (= 0.5 mV)*

L AVEIR DR FDA approval and CE Mark Approval.

2 AVEIR Leadless Pacemakers and Delivery Catheter IFU. ARTEN600307044. . . B

3 Knops, Reinoud E., et al. "A Dual-Chamber Leadless Pacemaker." New E@IM&@JG(Me%@Z@Z@@Bd@.@EWE‘JMDQ@O@@T

4 Cantillon, Daniel, et al. (2023, May 19-21). Percutaneous implantation of a dual chamber leadless cardiac pacemaker systemdqg"tribUTe
bidirectional communication for atrioventricular synchrony. [Conference presentation]. Heart Rhythm Society 2023, New Orleans, USA.



Ventricular Device

AVEIR™ DR DUAL CHAMBER LEADLESS PACEMAKER SYSTEM

AVEIR™ VR Ventricular LP .- Single Helix Design for Ventricular Therapy
1. Docking button -

2. Fixation helix

3. Distal dome tip electrode

* 1.63 mm electrically inactive outer helix provides
primary fixation

* Electrical mapping prior to fixation
* Recommended RV implant site: low to mid-septum

Ventricular Device Performance from the
LEADLESS lI-Phase 2 Study at 1 Year

Patients with acceptable

9 5 1% ventricular device pacing capture
‘ threshold and sensing amplitude?

Length: 38.0 mm Diameter: 6.5 mm (19.5 F)

Proprietary and confidential — do not
distribute

1 AVEIR Leadless Pacemakers and Delivery Catheter IFU. ARTEN600307044.

2 Reddy VY, Exner D, et al. 1-Year Outcomes of a Leadless Ventricular Pacemaker: The LEADLESS Il (Phase 2) Trial. JACC : Clinical
Electrophysiology 2023, DOI: 10.1016/j.jacep.2023.01.031.
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Example i2i Transmission

i2i Packet Pacing Pulse
s . \ ——
i2i Wake-up Pulse i2i Mcssagc
5 111000001800 010001 00 Figure 1. Example implant-to-implant
0w _ transmission signal be[or\e pacing
E E pulse delivery.
g . | Transmission packet includes implant-to-
'_E “n ‘ implant (i2i) wake-up pulse praceding the
I~ i i i2 ge (top). The i2i message is
- 2000 1500 -10“0 _500 0 500 encoded as a binary signal using a series
. of pulse friplets (close-up, bottom).
i 0 11 Time (ps)

Table. Automatic Safeguard Modes to Mitigate Loss of 121

Communication
Automatic safeguard mode

Programmed RA-to-RV 121 RV-to-RA 121 Bidirectional 121
miode loss loss loss

DoD oo VDD Lo

Dol ooy VD W

VDD VIH VDo W

Doo ooo Voo o

iZi indicates implant-to-implant; RA, right atrium; and BY, right ventricle.

RAp-RVs

- Jp Jp % Jp'Jv JP‘JP‘J‘JP‘JV'JP’JP
Fv“rv\‘wu I'-M ry(; o 1 o w» éa.‘) *’F‘”;r rv.[‘

Figure 2. Pri hots ill: h dual-chamber pacing.

Electrogram signals and markers are shown for nghl atna] pacing (RAp)-nght ventricular sensing (RVs; top), RA sensing (RAs)-RV pacing
(RVp; middle), and RAp-RVp (bottom). Pacing rates above 60 bpm were programmed only acutely and are shown here for illustrative
purposes only. As indicates atrially-sensed event; and Vp, ventricular-paced event.
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A Mean Atrioventricular Synchrony
98.0 96.5 97.1 97.3 98.3 98.4 97.7
97.0-99.1 _ 95.7-98.6) (96.1-98.5) (97.6-99.1) (97.6-99.2) (96.6-98.9
100_{ . ) (95.319?.3) ( - ) = ) - ) - ( - ) Cycle Type
= 904 Atrial pacing—ventricular
kS ing, 42%
804 sensing, 42%
£ Atrial sensing—ventricular
g 70+ .
< pacing, 24%
‘;. 60+ Atrial pacing—ventricular
= 50 pacing, 22%
= 04 Atrial sensing—ventricular
s sensing, 11%
£ 30 ,
. Absent atrial event, 1%
) _
C Freeze Capture (sweep speed, 25 mm/sec) = 20
< 104
Sitting Supine Left lateral ~Right lateral ~ Standing MNormal walk Fast walk
Lead Il (N=277) (N=275) recumbent  recurmbent (N=274) (N=234) (N=190)
(N=275)  (N=273)
Posture
Atrial Atrial Atrial Atrial Atrial Atrial Atrial
sensing sensing sensing sensing sensing sensing sensing
Markers b L = — = = —
Ventricular ~ Ventricular ~ Ventricular ~ Ventricular ~ Ventricular ~ Ventricular ~ Ventricular
pacing pacing pacing pacing pacing pacing pacing
Intervals | 953 | 930 | 930 | 906 929 914 | 914

\ \
(msec) 164 953 164 922 156 930 156 913 163 931 165 913 164 913

24 sec 25 sec 26 sec 27 sec 28 sec 29 sec 30 sec




AVEIR DR

o ¥

Docking Button

Aveir Atrial Leadless Pacemaker

HRS - New Orleans (16th May 2023 )

Aveir DR i2i IDE study results:

* 300 attempted implants
* 98,3% successful implants
* Primary efficacy endpoint 90.8%
(atrial threshold 0.82+0.70 V, and P wave
amplitude was 3.58 +1.88 mV)
* AV syncrony efficacy endopoint
98,2%



AVEIR™ DR i2i" STUDY Met Its 3-Month Safety and Efficacy Rates as

Highlighted in the New England Journal of Medicine?
PROVEN CLINICAL EVIDENCE

98.3% 97.3% 90.3%

Patients with Patients achieved
successful dual atrioventricular synchrony
chamber procedures (AVS) performance endpoint

system-related
complications”

1 Knops, Reinoud E., et al. "A Dual-Chamber Leadless Pacemaker." New England Journal of Medicine (2023). DOI: 10.1056/NEJM0a2300080

Patients free from

90.2%

Patients with acceptable
atrial device pacing
capture threshold and
sensing amplitude

Proprietary and confidential — do not
distribute



Age (Yrs.)
Mean
Range

Sex, Female

BMI (kg/m?2)

Range
Ethnicity
Hispanic or Latino
Not Hispanic or Latino
Declined/Unable to Disclose
Race
White / Caucasian
Declined or Unable to Disclose
Black
Asian
American Indian or Alaska Native

69.2+13.5
20-90
37.7% (113/300)

28.1£5.6
(300/300)

15.1-49.7

3.3% (10/300)
67% (201/300)
29.7% (89/300)

66.7% (200/300)
29.7% (89/300)
2% (6/300)

1.7% (5/300)
0.3% (1/300)

Primary Pacemaker Indication
Sinus Node Dysfunction
AV Block
39 Degree
Other Conduction Disorder
Vasovagal (Reflex) Syncope
Prior Ablation
Tricuspid Valve Disease

Insufficiency, Prolapse or
Regurgitation

Repair or Replacement
Arrhythmia History

Ventricular

Supraventricular (includes AF)
Prior Extractions

Transvenous Lead Extraction

Leadless Pacemaker Extraction

63.3% (190/300)
33.3% (100/300)
13.7% (41/300)
1.3% (4/300)

2% (6/300)

20% (60/300)

24% (72/300)
1% (3/300)

4.3% (13/300)
45% (135/300)

8% (24/300)
0.7% (2/300)




Procedural time (min.)’

Atrial

Ventricular

Total Fluoroscopic Duration (min.)

pacemakers
ation

70.9 £30.5

40.2+22.6

240+ 16.2

18.3+£10.7

Atrial Repositioning - % (N)

None 75.8% (226/298)

Once 13.8% (41/298)

>1 Reposition 10.4% (31/298)
Ventricular Repositioning - % (N)

None 86.6% (258/298)

One 11.4% (34/298)

>1 2% (6/298)

Final Atrial Placement
Right atrial appendage (RAA)

base 61.1% (182/298)
Mid to deep RAA 22.8% (68/298)
RA Lateral Wall 10.7% (32/298)
RA Posterior Wall or RA Septum 2.3% (7/298)
Other 3.0% (9/298)

Final Ventricular Placement
RV Apical Septum 55.4% (165/298)
RV Mid Septum 33.9% (101/298)
RV Apex 7.0% (21/298)

Other 3.7% (11/298)

t-implant. [Conference



Key Complications at 3-Month Follow-Up*

The inclusion of arrhythmias as a safety end point increased the overall incidence of complications as compared with other
studies of leadless pacemakers, which excluded arrhythmias from the end point.

PROVEN CLINICAL EVIDENCE

Event N (patients) Event Rate (%)

Cardiac Arrhythmia 10 3.3%
Atrial Fibrillation 9 3.0% 90 30/
Transient Complete AV Block 1 0.3% o (o)

Intraprocedural Dislodgements 5 1.7% 95% CI
Due to Inadequate Fixation 4 1.3% (85.2%, 92.3%)
Due to Mechanical Dislodgement 1 0.3%

Post-Procedural Dislodgements 5 1.7% _

Urinary Retention 3 1.0% Patients free from

Pericardial Effusion 2 0.7% system-related
Percutaneous Pericardiocentesis 1 0.3% complications at
Managed conservatively 1 0.3% 3 months

Proprietary and confidential — do not
1 Knops, Reinoud E., et al. "A Dual-Chamber Leadless Pacemaker." New England Journal of Medicine (2023). DOI: 10.1056/NEJMo0a2300080 distribute



Excellent AV Synchrony Observed for Multiple

Postures and Gaits at 3 Months?
PROVEN CLINICAL EVIDENCE

A Mean Atrioventricular Synchrony

98.0 96.5 97.1 97.3 98.3 98.4 97.7

_(97.0-99.1) (953-97.8) (95.7-98.6) (96.1-98.5) (97.6-99.1) (97.6-99.2) (96.6-98.9)
100 N (95.3-97.3) (95.7-98.6) (96.1-98.5) z = z Cycle Type

3 90+ Atrial pacing—ventricular
S g sensing, 42%
>
S 70 Atrial sensing—ventricular
'IF.-: pacing, 24%
S 604 Atrial pacing—ventricular
?E 50 pacing, 22%
_3 40 Atrial sensing—ventricular
= sensing, 11%
s 30+ : o
= Absent atrial event, 1%
.g 20
< 104

Sitting Supine Left lateral Right lateral ~ Standing Normal walk  Fast walk

(N=277) (N=275) recumbent recumbent = (N=274) (N=234) (N=190)

(N=275) (N=273) sntial — do not

Posture distribute



5.0
4.5
4.04
3.5+
304
254
204
154
1.04

0.5

Capture Threshold [V] at 0.4ms Pulse Width

0.04

0.5

-1.0

Atrial LP Capture Threshold

2,57+ 156 [295]

1.22 £ 1.05 [290]

0.91 £0.90 [283]
0.82 £ 0.70 [287] 0.86 £ 0.72 [276]

1 Knops RE, Reddy VY, Ip JE, et al. (2023, Sep 1-3). Safety and Electrical performance of the first dual-chamber leadless

T T T T T
Implant Pre-Discharge 1-Month 3-Month 6-Month

Time Period

500
450
400
350 |

300

Impedance [Ohm)]

250

2004

150

P-Wave Amplitude [mV]

Atrial LP P-Wave Amplitude

3.58 + 1.88 [286]

3.50 £ 1.87 [281] 3.55 + 1.96 [279]

271 £1.70 [291]

195117 [200]

Atrial LP Impedance

375.88 & 87.40 [295]

331.41 £ 68.34 [207]
328.46 £ 53.81[203]

315.40 £ 44,77 [201]
307.19 + 41.48 [286]

T T T T T
Implant Pre-Discharge 1-Month 3-Month 6-Month
Time Period

T T T T T
Implant Pre-Discharge 1-Menth 3-Month 6-Month
Time Period

pacemaker at 6 months post-implant. [Conference presentation]. Asia Pacific Heart Rhythm Society 2023, Hong Kong.

Proprietary and confidential — do not

distribute



0.8

0.6

0.4

0.2+

Capture Threshold [V] at 0.4ms Pulse Width

0.0
02

-0.4

0.79 2 0.60 (298]

0.57 = 0.4 [296]

060 +0.53 [203]

063 £ 0.57 [203]

Ventricular LP Capture Threshold

068 £ 0.60 [287]

1 Knops RE, Reddy VY, Ip JE, et al. (2023, Sep 1-3). Safety and Electrical performance of the first dual-chamber leadless

T
Implant

T
Pre-Discharge

T
1-Menth

Time Period

T
3-Menth

T
6-Month

Impedance [Ohm]

14004

1200+

1000+

800+

600

400

2004

R-Wave Amplitude [mV]
5
I

Ventricular LP R-Wave Amplitude

8.71£3.96 [201]

10.06 % 3.94 [284]

1166£424[283]  T2O0LAITEBI 4y 954449279

Ventricular LP Impedance

784,06 + 355,56 [298]

764.51 + 239.48 [296]

646.70 + 192.30 [204]
594.74 £ 150,29 [293] 593.96 + 144.65 [288]

T
Implant

T T T T T
Implant Pre-Discharge 1-Month 3-Month 6-Month

Time Period

pacemaker at 6 months post-implant. [Conference presentation]. Asia Pacific Heart Rhythm Society 2023, Hong Kong.

T
Pre-Discharge

T T T
1-Month 3-Manth 8-Menth

Time Period
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