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ProC potfebujeme novy defibrilacni system?

Hledame zptlisob jak minimalizovat komplikace spojené s pritomnosti
ICD (poskozeni elektrod, riziko IE nativnich chlopni / stimula¢ni
soustavy...)

Snaha o zachovani funkci transvenozniho systému i pfi uloZeni mimo
cévni feCiste

Moznost vyuziti defibrilace 1 ATP diky uloZeni elektrody v substernalni
oblasti

Velikost ptistroje, hodnoty defibrilacni energie 1 délka Zivotnosti
baterie je srovnatelna jako u standardn€ implantovanych zatizeni
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Indikacni kritéria pro implantaci
Kdy ano?
Primarni / sekundarni prevence NSS

Srdecni selhani s téZkou systolickou dysfunkci LK
(EF LK <35%)

Kardiomyopatie a heriditarni proarytmogenni syndromy

Komplikace v souvislosti s dfive implantovanym transvenoznim/subkutannim systémem
(lokalni, celkove)
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Indikacni kritéria pro implantaci

Kdy ne?
Nevhodné pro pacienty s potiebou dlouhodobé srde¢ni stimulace / resynchroniza¢ni terapie
JiZ zaimplantovany funk¢ni intravazalni ICD / B1V-1CD

Srde¢ni selhani se znamou supraventrikularni tachykardii (FiS) bez sou¢asn¢ dokumentovane KT
(Wavelet algoritmus)

Incesantni KT

Pacienti po predchozim KCH vykonu (sternotomie)
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Implantace z pohledu kardiochirurga




Vvyhody extravaskularni implantace elektrod z
pohledu KCH

Co nas nepotka

Implantace — perforace / krvaceni

Intravaskularni, intrakardialni pfitomnost elektrod
e infekéni — septikémie (vegetace), endokarditis — poSkozeni Trikuspidalni chlopné
e neinfekéni — morfologické poskozeni Trikuspidalni chlopné, trauma srde¢ni stény, trombosa, obliterace uzité zily

Extrakce
e intravaskularni (zaviena) — perforace HDZ, srde¢ni stény
® oteviena operace (velkad vegetace, maligni potencial) — komplikace souvisejici s KCH vykonem
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Instrumentarium

External guide that
remains above the skin
and indicates the
distance and direction

Epsila EV™ sternal tunneling tool* © of the tunneling rod

Model EAZ101 External guide is hinged N
and removable to 1)
* accommodate physician !k
: Thumb tab can be used to : preference and patient ‘
1 Handle . raise and lower the anatomy

external guide

2 Thumb tab E -

3 Stainless steel ‘/f i . .

tunneling rod

. . . Preformed bend to facilitate
Tunneling rod delivers an introducer to contact with the posterior side

the anterior mediastinum

ioa

4 External guide
(removable)

of the sternum

Flexible tunneling rod for tracking
across the chest -

1 Handle

2 Channel for =, Medtronic
lead delivery ——

3 Tunneling rod
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Epsila EV™ lead removal evidence
Animal

EV ICD EVICD EVICD
. . h 2 3
Pivotal Study Continued Access Pilot Study sheep study Sheep study
Successful implants 299 31 17 12 (in 6 sheep) 20 (in 10 sheep)
23 2 4 12 19
Lead removal attempts
29 31
Explants Extractions Extractions
(< 1 year, no tools) (> 1 year or tools) (> 1 year or tools)
Lead removal attempts 19 10 31
Mean dwell time 4.2 +/- 3.4 months 28.5 +/- 13.5 months 4 and 5 years 1,2, and 3 years
Successful removals 19/19 8/10 19/19
Method simple traction Simple traction and/or standard Tr?ctlon and/.or Trgctlon and/.or
tools mechanical extraction tools mechanical extraction tools
Chronic removal of EV-ICD leads from the EV space Chronic extraction of EV-ICD leads from the
Complete removal of the EV-ICD lead was . .
. was performed safely using traction substernal space was successfully performed
successful in 27 of 29 (93.1%) cases up to . . . . .
. . . . and currently available extraction tools using traction and simple tools through
Conclusion 36.8 months post implant, with simple traction . . . . .
. S L through 5 years of implant in sheep. Care 3 years in sheep with 1 observation of
being sufficient in most cases and no complications . . . ) L
. 1 must be taken when utilizing the CM BDLE hemopericardium that did not originate
during any of the lead removal procedures . L . L
to avoid cable breakage and slipping. from cardiovascular injury.

Long-term feasibility and safety of lead removal will continue to be characterized through Enlighten: The EV-ICD Post Approval Registry
T One lead was abandoned due to cable breakage by the lead extender used in the removal procedure.?

1. Sagi V, et al. Substernal lead explant: experience from the EV-ICD Pilot, Pivotal, and Continued Access Studies. Poster presentation at Heart Rhythm Society Annual Congress 2024. Boston, MA, U.S.
2. Marshall M, et al. Year 4 & 5 extraction experience of a novel extravascular defibrillation lead in sheep, abstract APHRS 2022.
3. Thompson AE, et al. Pacing Clin Electrophysiol. 2022;45:314-322.

Aurora EV-ICD™ system overview | August 2024
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Prvni zkusSenosti

- Stejnd GCinnost 1 bezpecnost implantace jako u jinych ICD systémii*

- Neni evidence o zavaznych infek¢énich komplikacich ve spojitosti s EV-ICD* (mediastinitida, infek¢éni endokarditida, sepse)
- Dokumentovana lepsi kvalita Zivota u pacientti s EV-ICD (dle FPAS — Florida Patient Acceptance Survey):

- MR kompatibilita 1,5T i1 3T

Bezpecnost implantace  U¢inna defibrilace Efektivni ATP:2
92,6% pacientt bez zavaznych 98.7% uspesnost defibrilace u Terminace KT diky ATP, bez
celkovych nebo periproceduralnich implantace — dosazeni priméarniho  nutnosti vyboje (celkové 0 33
komplikaci (srovnatelné s s-ICD8  cile efektivity vybojll mifi U 7 pacientti’)

nebo transvenoznim ICD*')

- Na naSem pracovisti dosud celkové 8 pacientti (1 Zena, 7 muzl, nejmladsi 18 let, prvni implantace v 11/2023)

- Nezaznamenali jsme zadné zavazné periproceduralni komplikace

+ Through average 10.6-month follow-up.

The FPAS is the Florida Patient Acceptance Survey, a standardized patient-reported

outcome metric of quality of life (QoL) for device-specific patient acceptance. 3. Crozier |, et al. Primary Outcome Results from the Global Extravascular Implantable Cardioverter

Defibrillator (EV ICD) Pivotal Study. Late Breaking Clinical Trial Presentation at ESC 2022. August
1. Friedman P, et al. N Engl J Med. 2022;387:1292-1302. 28, 2022. Barcelona, Spain.
2. Murgatroyd, F, Friedman, P, Manlucu, J, et al. Consistent ATP, defibrillation, and 4 Linde C, etal. JAm Coll Cardiol. 2008;52:1834-1843. 8. Leclercq C, et al. Efficacy and Safety of the Extravascular
safety performance of the extravascular ICD: Final results from the global EV-ICD 5. GOI(_j MR' etal. J Am Coll Cardiol. 2015,65:2581-2588. Implantabls_a Card_loyerter Peflbrlllator_ by Body Habitus.
Pivotal Trial. LBCT oral presentation at ESC 2024. September 2, 2024. London, U.K. 6. Auricchio A, et al. Heart Rhythm. 2015;12:926-936. L_ate Breaking Clln_lcal Trial Presentation at APHRS 2022.

! ! 7. Weiss R. et al. Circulation. 2013:128:944-953. Singapore and Online.
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/ Vyhody / limitace pouziti

Zcela mimo cévni Fedists Nutna pritomnost kardiochirurga (alespon °v
prozatim) I};
‘e

Minimalizace rizika vzniku CIED-IE s " o 5 ,
Nemoznost pouZziti u pacientl po predchozi

sternotomii
Nizs$i defibrila¢ni energie
Absence dlouhodobé stimula¢ni funkce (ve

Jediny kompletné extravazalni systém s moznosti srovnani s transvenoznim systémem)
ATP
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Srovnani ICD systémﬁ
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infekce, pristup ATP nebo docasné stimulace
Kosmetika Diskrétni Méné estetické Diskrétni
Riziko neadekvatnich vyboji Nizke Mirné vyssi Nizke
ZkusSenosti Mnoho let zkuSenosti Cca 10 let zkuSenosti Nova technologie
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D¢ékujeme za
pozornost



