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Brief Summary The study is a prospective multicenter reqistry. Consecutive patients with indications of implant / replacement
or upgrads of implantable cardiowverter defibrillator [ICD) will e enrclled. The primary objective of the study

to determine the predictors of appropriate anti-tachycardia therapy (with shock) in 2 non-selected population
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PROPHYLACTIC IMPLANTATION OF A DEFIBRILLATOR IN PATIENTS
WITH MYOCARDIAL INFARCTION AND REDUCED EJECTION FRACTION
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FOR THE MuLTICENTER AUuTOMATIC DEFIBRILLATOR IMPLANTATION TRIAL Il INVESTIGATORS™
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Defibrillator 742 503 (0.91) 274 (0.84) 110 (0.78) 9
Conventional 490 329 (0.90) 170 (0.78) 65 (0.69) 3

Figure 2. Kaplan—Meier Estimates of the Probability of Survival in the Group Assigned to Receive an Im-
plantable Defibrillator and the Group Assigned to Receive Conventional Medical Therapy.

he difference in survival between the two groups was significant (nominal P=0.007, by the log-rank test).




Long-Term Benefit of Primary Prevention With an
Implantable Cardioverter-Defibrillator

An Extended 8-Year Follow-Up Study of the Multicenter Automatic
Defibrillator Implantation Trial 11

[lan Goldenberg, MD; John Gillespie, MD:; Arthur J. Moss, MD; W. Jackson Hall, PhD); Helmut Klein, MD;
Scott McNitt, MS; Mary W. Brown, MA; Iwona Cygankiewicz, MD; Wojciech Zareba, MD, PhD: and the
Executive Committee of the Multicenter Automatic Defibnllator Implantation Trial 11
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Figure 1. Kaplan-Meier estimates of the cumulative probability
of all-cause mortality in ICD and non-ICD patients. All enrclled
patients are included at time 0 by treatment allocation, and
follow-up is censored on change in treatment arm after

enrollment.
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Figure 2. Kaplan-Meier estimates of the cumulative probability
of all-cause mortality by in-trial device pacing type and in non-
ICD patients. Follow-up is censored on change in treatment
arm.

(Circulation., 2010:122:1265-1271.)



Complications after cardiac implantable
electronic device implantations: an analysis
of a complete, nationwide cohort in Denmark
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Table | Patient and procedure characteristics

Total (n = 5918) No complication (n = 5356) Complication (n = 562)
CIED type

Single-chamber PM 1160 (20) 1080 (20) 80 (14)
Dual-chamber PM 3029 (51) 2758 (52) 271 (48)
CRT-P 209 (4) 189 (4) 20 (4)

Single-chamber ICD 684 (12) 627 (12) 57 (10)
Dual-chamber ICD 391 (7) 336 (6) 55 (10)
CRT-D 445 (8) 366 (7) 79 (14)

Table 2 Cumulative incidence of complications at six months*

All({n=5918) New implant

(n = 4355)

Generator replacement

(n = 1136)

Upgrade/ lead

revision (n = 427)

Major complications
Lead related re-intervention 143(24,20-2.8) 120(28;23-3.2) 10(09:03-14) 13(3.0; 1.4-4.7)
49(0.8;0.6-1.1) 24(06;03-0.8) 17(1508-22) 8(1.9,0.6-3.2)

Infection

Pneumothorax requiring drainage 51(0.9; 0.6-1.1) 45(1.0; 0.7-1.3) 6(1.403-25)
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Cause of cardiac disease — no. (36) \ \
Coronary artery disease 37 (67) L \ \
MNonischemic cardiomyopathy 10 (18) ,_.;,--f‘,/ \
Congenital heart disease 2 (4) S—
Other condition & (11)
Indication for ICD — no. (%)
Primary prevention 43 (78)
Secondary prevention 12 (22) Figure 2. Locations of the Components of a Subcutaneous Implantable
Cardioverter—Defibrillator In Situ.

The distal and proximal sensing electrodes (D and P, respectively) of the
LGen-S8 device are shown, with the left lateral pulse generator and an 8-cm
parasternal coil electrode (C).




Implant and Midterm Outcomes ®

of the Subcutaneous Implantable
Cardioverter-Defibrillator Registry
The EFFORTLESS Study
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Follow up medio 3,1 anni

TAELE 2 Complications

Description

% of

Events Patients Patients

Infection requiring device removal

27

Primary cardiac disease
Previous MI/fischemia/CAD

282 (28.6)

Channelopathy* 199 (20.2)

Hypertrophic 106 (10.8)
cardiomyopathy

MNonischemic 91 (9.2)
cardiomyopathy

Dilated cardiomyopathy 84 (B.5)

Arrhythmogenic right 32 (3.2)
ventricular dysplasia

Genetic 31 (3.7)

Valvular disease 21 (2.1)

Structural defect 19 (1.9)

Othert 44 (4.5)

Unknown 76 (7.7)

Erosion 17
Inappropriate shock: oversensing 12
Other procedural complications 13
Hematoma

Discomfort

Suboptimal electrode position

Electrode movement

Premature battery depletion

PG movement

Unable to convert during procedure
Incision/superficial infection

Other technical complications
Suboptimal PG and electrode position
Inability to communicate with the device

Mt b b B O N~ = O WD

Inappropriate shock: 5VT above
discrimination zone (normal device
function)

Suboptimal pulse generator position 1
Total 135
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PG = pulse generator; SVT = supraventricular tachycardia.
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Shock appropriati
* lanno: 5,8%
* H anni: 13,50/0

Efficacia: 97,4%

Shock inappropriati:
1 anno: 8,1%
5 anni: 11, 7%
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Dal 2014 al 2019

Da tre incisioni a due incisioni
Da screening manuale ad automatico
Da tasca sottocutanea ad intermuscolare

Da anestesia generale/sedazione profonda
a blocco del piano del serrato (paziente
sveglio) *

Compatibilita MRI
Monitoraggio remoto
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Donna 77 anni, cardiopatia ischemica
(normale FE), dializzata

IN CARROZZINA =

Arresto da TV polimorfa (non evidenti cause reversibili)... protesi valvolare
tricuspidalica, portatrice di pace maker monocamerale epicardico




Uomo 76 anni, gia ICD VR per CMD
primitiva (FE 25-35%).

34 shock inappropriati per frattura
catetere in tasca



Outcome

Tutti pazienti viventi
Nessuna complicanza
Nessuna revisione

1 intervento inappropriato
1 intervento appropriato




REFERTO COMPLETO S-ECG
TRATTATI

SBOStOIlﬁ Referto stampato il: 26/08/2017 16:00
Versione software del programmatore: 4.03
Clentl C Versione software del dispositivo: 3.1.529

Nominativo paziente| N. modello dispositivo: A219 EMBLEM™ MRI S-ICD
Data Ultimo follow up: 30/03/2017 N. di Serie Dispositivo: 100738

Data follow up: 17/07/2017 N. Modello Elettrodo: 3401

Data di Impianto: 26/07/2016 N. di Serie Elettrodo: A128277

Impostazioni dispositivo Impostazione guadagno: 1X

Terapia: ON Configurazione di sensing: Vettore secondario
Intervallo di erogazione shock: 230 bpm S = Battito percepito

Intervallo di erogazione condizionata shock: 190 bpm | = g?gﬁ?b?"mo'ato

Post shock pacing: ON T = Rilevamento tachicardia

SMART Pass: ON C = Inizio carica

= Scartato

Vs = Shock
L @ = Fine episodio

EPISODIO TRATTATO 002: 15/07/2017 10:57:30 25 mm/sec 2.5 mm/mV
IMPEDENZA SHOCK = 74 Ohm POLARITA di SHOCK FINALE= STD

0,0 sec ‘ : 6,0 sec

12,0 sec

12,0 sec \ ' 18,0 sec

18,0 sec X \/ 25,6 sec

25,6 sec - 31,6 sec

31,6 sec - ‘A 34,9 sec

America: 1.800.CARDIAC (227.3422) oppure +1.651.582.4000

Europa, Medio Oriente, Africa: +32 2 416 7222 Asia-Pacifico: +61 2 8063 8299 Pagina 1
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Screening automatico

ZOOM ® View™

Referto di screening automatico EMBLEM™ S-1CD 17 Lug 2017 12:04

Supino
17 Lug 2017 12:01
Risultati
Primar.
Second.
Alternat.
Note




ZOOM ® View™ | Report creato 17 Lug 2017 12:04
Referto di screening automatico EMBLEM™ S-ICD

BOStOIl Nome paziente o ID | |
Scientific

Data di nascita 9 Nov 1948
Nome medico dott. mazzuero
Nome della clinica

Cartella medica n.

Generali
Diagnosi:
Note screening:

Riepilogo risultati
Pos. elettr. Margine sternale sx.

Derivazione Supino In piedi/ para dx- para dx- La morfologialndicare tutte le
Seduto seduto supino é costante fra derivazioni

le posture? accettabili®
Primar. (Lead-lll) OK OK OK OK Si

Mo

Second.(Lead-ll) OK FALLITO OK OK Si
No

Alternat. (Lead-l) OK OK FALLITO




Screening fallito

ZOOM ® View™ | Report creato 17 Lug 2017 15:39
Referto di screening a i EM™ S-ICD

BOStOI]_ Nome paziente o ID
Scientific

Data di nascita 23 Feb 1970
Nome medico mazzuero
Nome della clinica

Cartella medica n.

Generali
Diagnosi:
Note screening:

Riepilogo risultati
Pos. elettr. Margine sternale sx.

Derivazione Supino In piedi/ para dx- La morfologialndicare tutte le

Seduto supino é costante fra derivazioni

le posture?  accettabili*
Primar. (Lead-Ill) FALLITO FALLITO FALLITO Si

Mo

Second. (Lead-ll) FALLITO FALLITO FALLITO Si
Mo

IAlternat. (Lead-I) FALLITO FALLITO FALLITO Si
Mo




Screening fallito

para dx supino
17 Lug 2017 15:37

Risultati
Primar. FALLITO

Second. FALLITO
Alternat. FALLITO

Note




