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Evolution des ICDs
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Significant advancements in reducing size, adding ATP, and avoiding transvenous leads

CENTRAL ILLUSTRATION: Timeline of Highlights in Evolution of the
Implantable Cardioverter-Defibrillator
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WARUM brauchen wir Gberhaupt extrakardiale Systeme?

Transvenous ICD

A Transvenous ICD have been the gold standard for
sudden cardiac death prevention L

A Placingeadsoutsidethe heart/vasculature
mayreducecomplicationsandincreaselCDaccessibilty

Birnieet al., JACC 2019




WARUM brauchen wir GUberhaupt extrakardiale Systeme?

Risikostratifizierung

ICD complications are frequent ~ up to 8-10%/year

Lead issues, lead infection rates remain high

CENTRAL ILLUSTRATION: Rate of Device Infection Stratified by PADIT
Infection Risk Score

: Schneeweiss Risk Score

PRIOR PROCEDURES >
1: 1 prior CIED Procedure
3: =2 prior CIED Procedures

AGE
1: 60 to 69 years
2: <60 years
DEPRESSED RENAL
FUNCTION
1: GFR<30 ml/min
IMMUNOCOMPROMISED
3 points
TYPE OF PROCEDURE
2: ICD
4: CRT (new/generator change)
: revision/upgrade

Birnieet al., JACC 2019
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0 1 2 3 4 5 6 27
Risk Score
No. of Patients 5,203 2,626 2,030 1573 239 2,352 1,799 1,406

Birnie, D.H. et al. J Am Coll Cardiol. 2019;74(23):2845-54.




WARUM brauchen wir GUberhaupt extrakardiale Systeme?
JungedPatientalter - wiederholte Eingriffe- Limitationen




WARUM brauchen wir Uberhaupt extrakardiale Systeme?
Innovative Klappeneingriffe, interventionelle Eingriffe an der
¢ NA {1 dza LIARI £ 1 LIISE [ =




WARUM brauchen wir GUberhaupt extrakardiale Systeme?
Limitierte Venenzugange Dialysec Ernahrung- X







WARUM brauchen wir GUberhaupt extrakardiale Systeme?
Perforationen, Hamatome, Wundhellungsstorungen

Thieme, 2023



WARUM brauchen wir GUberhaupt extrakardiale Systeme?
Chirurgische Vortelle bel extrakardialen Systemen?
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Der subkutane ICIQ SICD

First Extravascular System, Subcutaneous Lead and Defibrillator https://www.nejm.org/doiffull/10.1056
INEIJM0a2401807#
Long-term safety and efficacy data available SMART PASS reduces IAS by 68%, annual rate 2.4-3.1% (TV)

5-year PAS study results published Aug 2023 T

* Defibrillation efficacy: 92% 1% shock, 98% total

* S-ICD complication free: 93.4% at 5-yrs

* Electrode complication free: 99.3% at 5-years

* Need for pacing at 5 years: 1.6%

* Screening ineligibility: 14.3% in PAS

* SMART PASS VIAS by 68%, 5-year IAS: 15.8% in PAS,
annual IAS 2.4% in EFFORTLESS

CENTRAL ILLUSTRATION: C
Study Primary and the Impact of

'ost App
Defibrillation Testing

Implant Defibrillation Testing

Subcutaneous or Transvenous Detibeillator Therapy

Y Subcutaneous }CD  Trasevesess K0 years. e
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Gold MR, et al. J Am Coll Cardiol. 2023;82(5):383-397.

Bardy et al, NEJM, 2010, Boersma et al, JACC, 2017, Knops et al, NEJM, 2020, Gold et al, Circulation, 2021




Der subkutane ICIQ SICD

Subcutaneous or Transvenous Defibrillator Therapy

MULTICENTER, RANDOMIZED, NONINFERIORITY TRIAL

Subcutaneous ICD Transvenous ICD

T
: : [ 4 @
Patients with an ‘
indication for ICD : “ 4 l : |'
therapy but not for pacing (N=426) (N=423)

o

Composite of device-related 68 patients 68 patients

complications and
inappropriate shocks HR, 0.99; 95% CI, 0.71 to 1.39;
noninferiority margin, 1.45; P=0.01 for noninferiority

Device-related complications 31 patients 44 patients
HR, 0.69; 95% CI, 0.44 to 1.09

Inappropriate shocks 41 patients 29 patients
HR, 1.43; 95% CI, 0.89 t0 2.30

E_

Bardy et al, NEJM, 2010, Boersma et al, JACC, 2017, Knops et al, NEJM, 2020, Gold et al, Circulation, 2021




Der subkutane ICIQ SICD

First Extravascular System, Subcutaneous Lead and Defibrillator

Long-term safety and efficacy data available CENTRAL ILLUSTRATION: Subcutaneous Implantable Cardioverter-
Defibrillator Post Approval Study Primary Endpoints and the Impact of

Defibrillation Testing
5-year PAS study results published Aug 2023

* Defibrillation efficacy: 92% 1% shock, 98% total

1,637 prospective Defibrillation testing is not a significant predictor

* S-ICD complication free: 93.4% at 5-yrs Fee AaEs e oo

S-ICD and followed

* Electrode complication free: 99.3% at 5-years foruptoSyears.

* Need for pacing at 5 years: 1.6% %;,E;:ﬁ":::
* Screening ineligibility: 14.3% in PAS bascd o revious

* SMART PASS JIAS by 68%, 5-year I1AS: 15.8% in PAS, standards.

annual 1AS 2.4% in EFFORTLESS

Implant Spontaneous

Typel Electrode-Related Final
= =Performance Goal T 95% Upper Confidence Bound (UCB) = =Performance Goal L95% Lower Confidence Bound (LCB)

Gold MR, et al. J Am Coll Cardiol. 2023;82(5):383-397.

Bardy et al, NEJM, 2010, Boersma et al, JACC, 2017, Knops et al, NEJM, 2020, Gold et al, Circulation, 2021




Der subkutane ICIQ SICD

First Extravascular System, Subcutaneous Lead and Defibrillator

Long-term safety and efficacy data available

5-year PAS study results published Aug 2023
* Defibrillation efficacy: 92% 1% shock, 98% total

* S-ICD complication free: 93.4% at 5-yrs Wide Range M
* Electrode complication free: 99.3% at 5-years
* Need for pacing at 5 years: 1.6% High-Pass  Sensing

* Screening ineligibility: 14.3% in PAS
* SMART PASS VIAS by 68%, 5-year IAS: 15.8% in PAS,
annual IAS 2.4% in EFFORTLESS

CENTRAL ILLUSTRATION: C
ost App Study Primary and the Impact of
Defibrillation Testing
Implant Defibrillation Testing
1,

68 parienss 68 pationes
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Gold MR, et al. J Am Coll Cardiol. 2023;82(5):383-397.

Bardy et al, NEJM, 2010, Boersma et al, JACC, 2017, Knops et al, NEJM, 2020, Gold et al, Circulation, 2021




Der subkutane ICIQ SICD

https:/iwww.nejm.org/doi/full/10.1056
INEJM0a2401807#

EMPOWER LCP

S-ICD Pulse
Generator

EMBLEM MRI S-ICD System
b _

Bardy et al, NEJM, 2010, Boersma et al, JACC, 2017, Knops et al, NEJM, 2020, Gold et al, Circulation, 2021




ICD

via a simple, single device solution for protection from SCD

Pause
ATP Post ShOCk Prevention
Pacing :
Pacing

DGK 2023 Innovation Suite Aurora EMCD



ExtravasculatCD¢ EMICD

Implanting the lead substernally, directly above the right ventricle, allowing for sensing/backup pacing and lower DFT

Pause prevention, ATP, post-shock pacing Generator implanted in the left mid-axillary region
Friedman P et al. N Engl J Med2022;387:1292-1302



EV-ICD T Implantation

Friedman P. N Engl J Med 2022; 387: 1292-1302 Med‘tl‘oni.c



Im Vergleichg transvenads, subkutan, extravaskularer ICD
EVAICDc¢ best of both worlds?

Feature Transvenous |CD' Extravascular (EV) ICD? Subcutarjueous ICD3
(substernal) (over the ribs/sternum)
Lead placement Intravascular (ungg'r?l‘l’: ss"z::'?lzjm) (oveftlf?; l|"|itl:e).‘sr‘/‘E!s:::eurflum)
Generator size 33cm? 33 cm? 60 cm?
Projected longevity! 11-13 years 11.7 years 7.3 years
Defibrillation v v v
Post-shock pacing v & v v
Asystole support pacing v ot v X
Antitachycardia Pacing (ATP) v v X

1 Projected battery longevities as reported in the approved device labeling.’

1. Medtronic Cobalt™ XT VR ICD MRI SureScan Model DVPAZD4 device manual.

2.Medtronic, Aurora EV-ICD™ MRI SureScan™ DVEA3E4 device manual.

3.Boston Scientific. User's Manual: Emblem™ S-1CD and Emblem™ MRIS-ICD. 2021, Accessed on April 10, 2024,




Im Vergleichg transvendos, subkutan, extravaskularer ICD

Transvenous ICD? Subcutaneous ICD®  Extravascular ICD¢
Lead location Endovascular/endocardial Parasternal Anterior mediastinum (substernal)
(subcutaneous)
Potential for cardiac Present Absent Present
injury/perforation
ICD generator location Pectoral Left midaxillary Left midaxillary region
reEi on
Maximum delivered energy ~ 40] 80] 40]
ATP Available Not available Available
Chronic pacing therapy Available as chronic pacing Not available Available as short-duration pause
therapy prevention pacing
Postshock pacing Available Available Available
Generator volume 33cc 60 cc 33cc
Generator mass 79g 130g 77g
Abbreviations: ATP, antitachyeardia pacing; EV ICD, extravascular implant: 5 \ tor; b e imaging;
S-ICD, subcutaneous ICD. SENP:'IIZILE M __ /‘
# Cobalt™ XT single-chamber ICD (Medtronic plc). [ ot
Y Emblem™ MRI S-1CD (Boston Scientific).

22 €EV ICD is not approved and Pivotal data are not available.



EV ICD Pivotal Study

Effectively terminated lifethreatening rhythms with ATP and shocks
while safely outside the vascular space
Medtronic EV ICD Pivotal Study

Primary safety Successful 7 OO/
objective met defibrillation 0
patients free from major defibrillation success rate at ATRterminated episode success
system or procedurgelated implant meeting primary efficacy NI} §SuX I P2ARAY3 oo aKz201] a
complications at 6 montHsin line objective, 18/18 (100%) conversion of patients
with SICD IDEand transvenous ICD & LJ2y (il yS2dza SLIA &a2RSau
studies®

*Kaplana SA SNJ S&GAYE (S d ntoAthNElldazK

1. Friedman P, et al. NEJM. In press August 28, 2022. 2. Weiss R, et al. Circulation. 201 5328:844dyGH, et al. NEJM. 2005;352:225. 4.
Sweeney MO, etal. Heart Rhythm. 201 0;7:18825. Curtis AB, etal. NEJM. 2013:389. 6. Linde C, et al. JACC. 2008;52:4334. Gold MR, et al.

The NeW En . Iand Journal Of Med| JACC. 2015;65:25@1 8. AuricchioA, etal. Heart Rhythm. 2015;12:9-36.

Conclusiorg In this prospective global study, we found that an extravascular ICD can be implanted safely and
can detect and terminate induced ventricular arrhythmias at the time of implant.

23 —




EV ICD freedom from major complication rate-ime with SICD IDE and transvenous ICD
studies
Medtronic EV ICD Pivotal Study

Freedom from Major Complication (%)

A 92.6%of patients (KaplasMeier estimate) free from oo% 1 T
major complication at 6 months (p<0.001 compared to 90% - T
the safety performance goal of 79%) e
A SICD IDE study: 92.2% o
A Transvenous ICD studies: 85.4%.8%48 1T ,
80% 7 ogw gﬁ'ef’sr?éheg%?déﬁ (r:e}t-eégg(zﬁg%mo 001 vs
A Adverse events to 6 months; 25 events in 23 patients so% | performance of 79%
ASysterr_] revision required: 18 o
A No revision required: 7 94% |

30% —
- - - - - 92% 7

A Nomajor intraprocedural or unique complications due to 20% -
EV ICD L : : : |

10% 0 90 182 270 365

0% —

A Noreports of mediastinitis, sepsis, or endocarditis related R e ‘
to EV |CD 0 30 60 90 120 150 182 210 240 270 300 330 365

Days from Implant

Number at Risk
I T 1

A NO procedure or SyStem related deaths 316 296 280 2;9 ZTIG 2'.|’4 2'.|’1 1;1 1é2 1;6 1‘:9 1;? 1"‘.)4

1. Friedman P, et al. NEJM. In press August 28, 2022. 2. Weiss R, et a. Circulation. 201 &328:844dyGH, et al
NEJM. 2005;352:2287. 4. Sweeney MO, et al. Heart Rhythm. 2010;7:18525. Curtis AB, etal. NEJM. 2013:889. 6.

Linde C, et al. JACC. 2008;52:18347. Gold MR, et al. JACC. 2015;6 5:2583. AuricchioA, et al. Heart Rhythm.
2015;12:92636.

Medtronic



Primary Safety Endpoint Adverse Events

A 25 events in 23 Patients
A No cardiac injury during implant

A No unique complications related to EV
|ICD procedure/system

System revision required
Lead dislodgement

Infection
Discomfort/haematoma
Lead reposition/oversensing

Device lockup
No revision required

Wound related

Hospitalization for inappropriate shock

Lead dislodgement

N oo o 00

w w N




EV ICD Pivotal Study long -term
results 1

100.0% —

S
Appropriate therapy £
through three years 5

.% 10.0% 9.2%
o
Effective termination of VT/VF with a
9.2% of patients receiving .g
appropriate ATP or shock &
by three years follow-up o
@
K
100% (27/27) discreteA shock g

success of spontaneous episodes 00% | | | |

0 1 2 3

Years since implant
Any therapy ATP
Any therapy 299 271 255 59
ATP 299 276 262 61

59

A Discrete episodes are defined as less than or equal to two events within 24 hours.
1. Friedman P, et al. Circulation. 2025;151:3221 332.

™




The EV ICD Pivotal Study inappropriate
shock performance is not representative

of the commercial system performance.

InapprOprlate ShOCk rate from the A Aurora EV-ICD has the Smart Sense

investigational Pivotal Study device o 295 projeciat reautton TN
number of patients with inappropriate
detection in preclinical validation.?2

100.0 —

A Inappropriate shock 3 A Repositioning the lead at implant to
rate of 9.8% was _:3 meet P-Wave_z and R-Wave_ cr|3ter|a may
observed at one year £ 2007 r_educe_cardlac oversensing and the
follow-up?; the rate 8 17.5% risk of inappropriate shock.

" o
slows after six months & 14.2% A Reprogramming the device
A P-wave oversensing was 2 parameters for sensing and
e 9.8% detection discrimination ma
the most common £ 100_ _ _ A kyl
cause of inappropriate £ prevent inappropriate shock.
shock (51% of episodes) k]
g Enlighten: The EV-ICD Post Approval
] Registry is evaluating the real-world
g performance of the Aurora EV-ICD™
007 | . . | system. Results of the commercial
0 1 2 3 system are shown in subsequent slides.
Years since implant
. Number
A Kaplan-Meier estimate. at risk 2909 255 233 53

1. Friedman P, et al. Circulation. 2025;151:3221 332.
2. Swerdlow C, et al. JACC Clin Electrophysiol.
2024;10:189671 1912.

3. Aurora EV-ICD™ MRI SureScan™ DVEA3E4
Device Manual.




Real-World Safety and Efficacy of the
Extravascular ICD through Six Months:

Outcomes from the Enlighten Study Post Approval
Registry

Crozier 1 Realworld safety and efficacy of the extravascular ICD through six months: Outcomes from the
Enlighten study post approval registry; Hieeaking results. Presented at: APHRS 2025; November 13, 2025;
Yokohama, Japan.

Objective:assesdhe real-world safetys performanceof the AuroraEV:IC Dsystemthrough 6
months

FuRzeile



Studydesignand methods

A Enlightenis a global, multicenter, prospective post
marketregistrystudyassessingafetyand performanceof
the AuroraEVIC Dsystemthroughthe life of the device

A Characterizeperiproceduraloutcomes

A Updateon primary endpoint: Rateof chronic(>30 days),
systemrelatedmajorcomplicationd at 6 months
(excludingnfectionsandinfestations)

A Rateof appropriateand inappropriatetherapyat 6 months
includinga characterizatiorof shockand AT Ptherapy

A Summarydatais providedthrough all availablefollow-up

A 6-month rateswere determinedwith the KaplarMeier method

EnlightenStudy by the numbers

S e

786 patients with 112 centers
animplant attempt

© @

168 implanters 23 countries

"Major complicationdefinedas a complicatiothat resultsin: death, permanentiossof devicefunctiondueto mechanicabr electricaldysfunctionof the device,hospitalization,extensionof a

hospitalizatiorby x n i, or systemrevision

Novemberl3, 2025




Baselinecharacteristics

. Enlighten Pivotal

Characteristic (N=786) (N=316)
Meanagepr SD(years) 49.0p5 15.2 53.8N13.1
Female 225 (28.6%) 80 (25.3%)

NY HAFunctionalClasslll or IV 58/784 (7.4%) 23 (7.3%)

Mean BMI g SD(kg/m2) 27.4N5.8 (N=779) 28.0N 5.6
Mean LVERy, SD(%) 44 .8N16.0(N=708) 38.9N15.4
Cardiomyopathy 526/786 (66.9%) 266 (84.2%)
Ischemic 165/786(21.0%) 127 (40.2%)
Non-ischemic 222/786(28.2%) 103 (32.6%)
Hypertrophic 146/786(18.6% 41 (13.0%
Primary/idiopathic electrical disease 133/784
Atrial fibrillation 109/786 (13.9%) 45 (14.2%)

"Determinedbasedon history of cardiacarrest,ventricularfibrillation, or sustainedventriculartachycardia(Enlightenonly)
IFriedmanP, MurgatroydF, BoersmalLVAet al; Circulation 2025 Jan28: 151(4):322332.

Novemberl3, 2025
s ———



- BaselineCharakteristika Tibinger Kohorte

Meanager SD(years 38,25 15,5

Female 19 (46,3)
SecondaryPrevention 21 (51,2) Our patients were younger,
NYHAIll or IV 4 (9,7)

had more often a secondaryprevention

0 . . .
Mean LVERy SD(%) 53p 15,2 indication,
Cardiomyopathy
w@hErtE 4 (9,8) showedbetter LVEF,
Non-ischemic 12 (29,3)
Hypertrophic 11 (26,8) better NYHAclass and
ARVC 4 (9,8) similar underlyingdiseases
|diopathicelectrical 2 (4.9)
disease ’
Brugada 4 (9,8)
Long QT 4 (9,8)
Atrial fibrillation 2 (4,9)



Implant procedure

EnlightenStudy patient flow chart
Patients enrolled
805
) r 19

Implant attempt

A 99.2%(780/786) tunnelingandlead placementsuccess

A 96.2%(756/786)completedthe procedurewith a device 786
l
A Mean proceduretime (1st incisionto final suture)was c(,mp.qtﬁ Eicedies cgmp..tite procedure
8 1 0538 . 2 mln W|t|ce Wi 0 evice
A MeanR-waveamplitudeat implantwas2.951.6mV P_ &R_Wae —
(N =731rep0rted) Met criteria (722) Low R-wave (18)
A 98.0%(722/737reported) met P- and R-wavecriteria: MetRawave only (13 patient anatomy (6)

Met P- ly (1
et P-wave only (1) Low R- /high P-wave (5)

Met neither (1)
Failed defib test (1)

Unknown (19)

"Rwaveampy M Y B-Wavenot present,P-waveat whichno longersensedXn @ Hosensitivity)X n @ ocalYtatio of R-wavex m n

Novemberl3, 2025




Defibrillation testing

Defibrillation testing flow chart

DFT performed
A 99.0%(701/708reported) defibrillationtesting } 55 ‘ 711 20 |

successwhen performedat implant

v ! v
A Meanenergysuccessfuivas31.2:4.3] mm
7 701 3

A 88.4%(569/644reported) of thosetested at

YKo wehée successful ' v .

Only tested at >30J Tested at <30J Energy unknown
52 644 5
|
y y

Successful at <30J Successful at >30J
569 75

*Defibrillation testingwas performedper physiciandiscretion/standardf care

Novemberl3, 2025




Charakteristika der Implantation Tubinger Kohorte

o : » z Implantsuccessate was 90,2%, gatients
Al e T V) were switchedto transvenousvVHCD 2
Implant succesgate 37 (90,2) dueto low sensing 1 becauseof large
TransvenousVVEICD 4 (9,8) pulmonalbullaenewly developredand 1
dueto foramensternale
DFTsuccesgate 39 (95,1) DFTsuccessate intraoperative 95,1%,2
remainingpatientssuccessfulDFT after 4
weeks
Mean Rwaveduringimplantwas 2,151,7
mV

No P-wave detectableduring
Implantation

SSSSSSSSSSSSSSSS

:,,ﬂ WIW & " [‘U\ WP UMI mﬁ”“‘”““("N »/f \w ,‘, V\\E m‘ /\”‘/‘\

. *WWWWWWWWWWHWWWWHHW[W\WW e MLALRALL HHHHHIHTFP——r*I'




Intraproceduralcomplications

A Sixintraproceduralmajor complication$ relatedto the systemand/or procedure All
resolvedwithout any lastingeffects

A Prolongedhospitalization torepeatdefibrillation test (N=2),re-positiondevice(N=2),replace
leaddue to lead movement(n=1)

A PneumothoraXN=1);prolongedhospitalizationto monitor patient and no intervention required

A No proceduresrequiredemergencysurgicalintervention

Tubinger Kohorte:

A Keine intraoperativen Komplikation
A bisher alle Eingriffe in ITN und Atemmandover/Atemstopp

und RektusscheidenblockrectusSheathBlock) als effektives
Regionalanasthesieverfahren geplant

"Definedasdeath, permanentlossof devicefunctiondueto mechanicabr electricaldysfunctionof the device,hospitalization prolongedhospitalizationby 48 hoursor more, or systemrevision

A nun erste Eingriff in Anal%)sedierung und sternaler Blockade

Novemberl3, 2025




Primaryendpoint

Freedomfrom systemrelated major complications

A Primaryendpointwill be assessedit 5 years % oo
_ T 100+ ks 97.8%
A 97.8%freedomfrom chronicsystemrelated F
majorcomplicationsat 6 months(Figure i o
2 i
A Inline with Pivotal(98.0%at 6 months) S
Q.
: : : . S
A 8 systemrelatedmajor complicationsin 8 a ™
patients: S
. . 2 70
A Inappropriateshockdelivery” (N=5) §
A Leaddislodgement(N=2) li 60)
A Implant site pain (N=1) E o
* 0 3 6
Months Since Implant
At Risk: | 756 375 255

"Pre-determinedendpointwith the FDA:definedaschronic (>30 daysystemrelatedmajorcomplicationgexcludingnfectionss infestations)
“Notinclusiveof allinappropriateshockshat occurred,only thosethat met the definition of the primaryendpoint

Novemberl3, 2025
s ———



Infections

A 11 of 786(1.4%)patientswith animplant attempt had a major system and/or procedure
relatedinfection(10resolved,1 pending)

A Systemexplanted(N=6)
A Antibioticsonly (N=3)
A Woundor pocketrevision(N=2)

A No casesof mediastinitis,sepsisor endocarditisrelatedto the systemand/or procedure

Novemberl3, 2025
s ———



Appropriate therapy

Rateof first appropriate therapy
100

A 5.2%rate of first appropriatetherapyat 6 months
(Figure

A 195total appropriatelytreated episodesin 44
patientsthroughmeanof 7.9 monthsfollow-up:

195 total appropriately treated episodes

— Any therapy
101 —— Shock
— ATP

\
ANAY

5.2%

Shockonly ATPonly | Both

67.2% 22.6% [10.3%

A 1009%(47/47)shocksuccesdor discrete
spontaneous/T/VFepisodes

A 95.7%(45/47)first shocksuccesgoneepisode

o
1

0.3%

Incidence of First Appropriate Therapy (%)

. . ) 0 1 3 6
required2 shocks;oneepisoderequired3) Months Since Implant
AtRisk: [ 698 s 365 425
698 635 579 416

Novemberl3, 2025




Characterizationof ATP

A 66.9%adjusted ATPsuccessate (60.3%raw successate) througha meanof 7.9
monthsfollow-up

A 44 shocksavoidedin 17 patientsbecauseof ATPthrough all follow-up

A No patientshad ATPprogrammed¥ h &ft€rfeceivingambulatorytherapy

Ventricular Tachycardia » SinusRhythm
BTN L EA O R 20RO TR0 U0 S0 T TN S S NS N S SO O S NNE'S O S

P R R Bt R Bt Bt Rt iR e Rt R Rt e FE 888 S B PR . T . LSS
3003 o 3ro3 o3 S8 i3 o:o& 33 32 33 - ST B - S B 2 c2: 2 2 1040 - L 3
[ D« I L | S N | P T Q P A DO N . U P ST - TN S P S - [ A S
[ 2 . 0 0: oo [ 0 Q [ 0 .0 Q oo : 0 [

R
<

1500

cwr
w0

YT
B

o FVTRx1Burst: ¢ ¢

"AdjustedusingGeneralizecEstimatingequationg95%C|1:48.2%,81.4%)

Novemberl3, 2025
s ———



Inappropriate shock

Rateof first inappropriate shock

100+
A 5.5%rate of first inappropriateshockat 6 months 3
(Figure 3
[®]
A 66 total inappropriateshocksin 43 patients o o
througha meanof 7.9 monthsfollow-up g
o
A 32.1%lower rate than what was observedin g e
Pivotal(8.1%rate at 6 monthst) p ) oo —
5
Q
b 1.5%
°
0 1 3 6
Months Since Implant
At Risk: | 698 637 573 414

IFriedmanP, MurgatroydF, BoersmalLVAet al; Circulation 2025 Jan28: 151(4):322332.

Novemberl3, 2025
s ———



- Charakteristika nach Implantation Tubinger Kohorte
A 2 minorwound necrosis

Adequate therapy 4 (9,7)

during 2ys FU A 2 explantations(one dueto
ATP 5 (12,2) recurrentwound neclosis, .
ICD-shock 1(2.4) onedueto LJI U A feglestd a
Pacing 0 (0)

Complicationsduring 0 (0)

surgery

Complicationsafter 4 0 (0)

weeks

Complicationsafter 2 2(4,9)

yearskFU

Superficiawound 2(4,9)

necrosis

Woundinfection 0

Allergicreaction 1(2,4)

Explantation 2 (4,9)

P-Oversensingausing 1 (2,4)
nadequatelCDshock




Conclusionof real world data

Preliminaryevidencefrom alargereal-world cohort with more than a third secondaryprevention
patients, the AuroraEM.ICDhasdemonstrated:

A Ahighimplantation succesgate s low rate of chroniccomplicationsthrough 6 months
A 99.2%achievedtunnelingandleadplacementsuccess
A 96.2%completedthe procedurewith a device
A 97.8%freedomfrom systemrelated major complicationsat 6 months
A Lowrate of majorinfection (1.4%),noneresultingin mediastinitis,sepsis or endocarditis
A Effectiveappropriatetherapy
A 5.2%rate of first appropriatetherapyat 6 months
A 100%shocksuccesdor discretespontaneousepisodes
A 66.9%GEEadjustedATPsuccessate (60.3%raw successate) avoidingt4 shocksn 17 patients
A Reducednappropriate shockrate comparedto Pivotal
A 5.5%inappropriateshockrate at 6 monthsversus8.1%in Pivotal(32%reduction)

A 34.8%reductionin proportion of inappropriateshockscausedby PWOSomparedto Pivotal
IFriedmanP, Murgatroyd F, BoersmalLVAet al; Circulation 2025 Jan28: 151(4):322332.
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“Tubinger Kohorte

A Spiegelt im Wesentlichen das ReéalorldScenarioanderer Zentren wieder, unser FU sind
2 Jahre im Gegensatz zu 6 Monaten

A Besonderheit: Versorgung von Kindern und Jugendlichen in unserem Zentrum im Altel
von 6, 12, 14 und 17

ahren




Tubinger Kohorte entspricht im Wesentlichen dem Real World Scenario anderer
Zentren, unser FU umtasst 2 Jahre im Gegensatz zu 6 Monaten

A Besonderheit: Versorgung von Kindern und Jugendlichen in unserem Zentrum
Im Alter von 6, 12, 14 und 17 Jahren

Schulkinder, Adoleszenz/junge EW
- -
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EMICD: Praoperatives Screenic@yiRToder CT



EVICD

A Bei jungen Patienten ohrentibradykarderPacingbedarf

A Insbesondere lonenkanalerkrankungen, CI8Rockbox

A Schonung der vendsen GefaRzugange

A Gute Batterielaufzeit, kleineres Aggregat im Vgl. 1G5

A Antitachykarde$acingund Asystolieschutmdglich, Schock mit 40J

A Monitorzone und Algorithmen (Wavelet), GréRe und Batterielaufzeittwiesven ICD
A MRTtauglich



Wann ist der EMCD nicht sinnvoll?

EVICD: Keine sternalen Voreingriffe

48 Neues aus der Devie€herapie
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Anatomische Herausforderungen

Ggf. KOrpergrol3e
> 200cm

BodyMassIndex
<40



Challengesiuring clinical courseof disease

1. P-WellenOversensinglueto newly developedatrial flutter/fibrillation in HOCM
patient - PWQOS is a unique challenge for thelEYD that can result in double counting

and inappropriate therapies Only no PWave is a good fVave!
2. Impedancechangesiueto pericardialeffusioncausedoy Lymecarditis

Wll'
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Patientwith HOCM andcuteborreliosis

Newlydevelopedpericardaileffusionc drop of impedancewith alarmingsignalof EMICD

TIS0.6 MI 1.4

Causeof pericardialeffusion

- Dressler?
- Hemorrhagi@
- Perforation?
- Inflammatory?
- Infections?
[ Borrelien-Serologie
[ & B, burgdaorferi IgG i.5. <16.0 =16.0 max., <16
[] @ B. burgdaorferi Ig i.5. »200.0 =200.0 RE ml max, <16
[ & Irnrnunoblak TgM (Serurm) positiy positiy
[ & 1. pallidurn Kreuzreakkivikat <0,100 =0,100 Index max, <0.9



Impedancechangesdue to pericardialeffusion causedby

Lymecarditis

Patientwith HOCM andccuteborreliosis
ChestX-ray duringcourseof the disease

Wll'
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Impedancechangesdue to pericardialeffusion causedby

Lymecarditis

Patientwith HOCM andccuteborreliosis
ChestX-ray duringcourseof the disease
Postoperative 07/2025

L
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Impedancechangesdue to pericardialeffusion causedby

Lymecarditis

Patientwith HOCM andacuteborreliosis
ChestX-ray duringcourseof the disease
After alarmingsignal09/2025




Impedancechangesdue to pericardialeffusion causedby

Lymecarditis

Patientwith HOCM andccuteborreliosis
ChestX-ray duringcourseof the disease
6 Weeksafter doxycyclintherapy

Normalizationvon XRay

Normalizationof impedancevaluesafter
pericardialeffusionwasresolved

Wll'
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Zusammenfassung
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