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Main WCD Pts Real-Life Cohorts
-; German National Experience ‘

WEARIT-II % \

Kutyifa et al. Y Walnig et al.
Circulation 2015 Circulation 2016

Swiss National Experienceﬂ WEARIT-France l l
. . Boldizsar et al. Garcia et al.
USA Germany ] Swiss Medical Weekly 2019 Europace 2020

« Prospective * Retrospective
* Multicentre ’ ;nolflltt;cze::;e « Switzerland France
- 2011-2016 B - Retrospective Retro-/prospective
« 2,000 pts * 6,043 pts « Multicentre Multicentre
« 70% male « 78% male . 2011-2018 2015-2018
- 962 ylo « 957 ylo . 456 pts 1,157 pts
 Median LVEF 25% * - « 82% male 74% male

- 957 ylo 260 y/o
« Mean LVEF 32% Median LVEF 27%
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Adherence to WCD

>22 | 225 231 234 218 @ 21.7

WEARIT-
VESTPP' WEARIT-II?  German FRANCE  Post-MlI US National

National WCD Experience®
Experience3 Study*

Median daily wear time of WCD (Hours/Day)
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Overall, 1,157 patients

Median age 60 yo., men 74%
Median LVEF 27%

Median FU 2 months F R AN C E

Wear Time™ Summa
i Average Daily Patient Use:: 2330 hour

Total Days of Patient Use: 68 days Bl ) Don't know Disagree Agree
Number of Wear Time ™ Alerts: 0 .Strongly Disagree  Neither Agree nor Disagree.Strongly Agree

Tatal Patiert Use Percent: 97.00%

1z knowing | am protected by the LifeVest

| feel more confident returning to my normal _
,,,,, - = H E EBE LINn | daily activities when wearing the LifeVest

Z ] I - I . I The LifeVest gives me peace of mind -
e B ] B M =l 7I¥ | Lo N E M I don't worry as much because | know _
ie - the LifeVest is protecting me

14 I I i I - | sleep significantly better _

[T N N
o

LifeVest has given me the confidence _
to perform exercise or cardiac rehabilitation

- — Wearing the LifeVest makes me _
Median daily use: 23.4 hours
y | | | take significantly better care of myself

22

since being prescribed the LifeVest

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95 100

[ | ‘ %

20 - | follow lifestyle modification recommendations _
18 -0 444+ 4r--sr494~4H+<~—-4++s+~44+HH+++HyHyH4+— from my physician

ij ! ! : ] i i | would recommend LifeVest to family or friends _
| | ! i =

= with a similar medical condition
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R N Y

1 2 3 4 5 6 7 8 9 1011 12 ‘13 14 15 16° 17 ‘18 19 20 2% 22" 23 24 25 26 727 28: 29 ‘30
November 2015

I Younger age was the only independent < nd)

predictor to lower compliance (OR .
1.03, 95%CI 1.01-1.05) Garcia R et al. Europace 2021
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Outcomes With WC

tH GB-shpak
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WEARIT-l  ¥Z22—=—=" German National Experience ‘ | | P
Kutyifa et al. ol WaRnig et al. Ao O s cicsiand
Circulation 2015 Circulation 2016 T -
4\;\/1 \/‘\/‘:\ e i = /
41% LVEF improved na% LVEF improved SRR SR PR R,
42% ICD implanted na% ICD implanted > ! ! I L
1.1% appropriate shocks 1.6% appropriate shocks Swiss National Experience ﬂ WEARIT-France l l
0.5% inappropriate shocks 0.4% inappropriate shocks Boldizsar et al. Garcia et al.
Swiss Medical Weekly 2019 Europace 2020
100% shock conversion 94% shock conversion
52% LVEF improved 49% LVEF improved
48% ICD implanted 51% ICD implanted
1.4% appropriate shocks 1.6% appropriate shocks
0% inappropriate shocks 0.7% inappropriate shock

- 100% shock conversion
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WCD Patients’ Characteristics

WEARIT-II

Kutyifa et al.

—===_ German National Experience‘
_ : ' Walnig et al.
Circulation 2015 F R ANCE

Circulation 2016

Swiss National Experience WEARIT-France l l
Boldizsar et al. Garcia et al.
Swiss Medical Weekly 2019 Europace 2020

% Congenital

NICM
25%

Ischemic
Explant
Transplant
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1998-2018 Observational Evidence

Study No.  Inclusion criteria Design

Main findings
of pts

Auricchioetal® 10 Pts undergoing EPS for VT/VF Observational, clinical

10/10 episodes of induced VT/VF were successfully
testing

terminated with first 230 | monophasic shock in
10 Pts

22/22 episodes of induced VT/VF were successfully
terminated with first 70 | or 100 ] biphasic shock in

17 Pie

‘Newly diagnosed HF pts
with LV dysfunction (1to 2.4%...)
Myocarditis (up to 10%)
Peripartum CM (3 to 10%), Tako-tsubo...

Reek et al.” 12 Pts undergoing EPS for VT/VF Observational, clinical

testing

registry data long-term mortality than no WCD use in high-risk

Pts after CABG or PCl; 12/18 (1.3% event rate)
VT/NVF episodes were successfully terminated
Epsteinetal’® 8453  Recent Ml with LVEF < 35% Retrospective, registry data 133 Pts (1.6%) received 309 shocks for VT/VF during

40-day and 3-month waiting periods after MI; 91%
were successfully resuscitated
] Duncker et al.™* 7 PPCM Prospective cohort study

Pori
Four episodes of VF were successfully terminated by the o

Cardiovascular
first WCD shock in 3/7 Pts during mean wear time of research
B1 days
Université de Paris
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ORIGINAL RESEARCH ARTICLE

oar

PROLONG II Study

Extended follow-up after wearable
cardioverter-defibrillator period: the PROLONG-II

study
s Zormpas, Stephan Hohmann Henrike Aenne Katrin
and David Duncker®

—Period: 2012-2017

vde

Johanna Muelle

Hillmann, Jorg Eiring

n

ardiac death (SCD)

Abstract
sed for temporary protection from sudden
before considering an

Aim  The wearable cardioverter defibrilater (WCD) &
patients with newly disgnosed heart failure with reduced ejection fraction
cardioverter defitrilatar (ICD). However, the prognoss eniicance of the WCD remains controversial due to conflicting
t study was to evaluate prognosis of patients rec elving life-saving WCD shocks.
School for heart tailure with reduced ejection
and at last available - W I

implantable

evidence. The aim of th
Methods and resuls
between 2012
Three hundred

Al patie

v vin  Hannover Medica
7 were included. Dats were a Quired at baseline, at 3 months
and Wty-three patients were included (69% male e 56 £ 15 years; left ventricular ejection
v s 2 6.8 years. Daily WCD wear time was 22 ¢ 4 p
s . she period. Thirty patients
[]
di osed with low

fraction
follow-up (1

years with a maximum
 died during the WCD p
patients with and without

SCO during Fu

Two patients (0.6

similar betwee

i after the
O prescription did not experience
Ut an KD recommendation after wco

£ an KD mecommends
urvival Patients witho.
nsidering an ICD

—2/3 non-ischemic

— 4% of non-iIschemic with
gp?aroprlate shock (majority

during the first 3 months)

Patients with we
prescription had nc
and the use of the

SRl Cort Meube

T Anpalag . Momeouer Mectcs,

Nacker shared s ior suthorshiy

In the PROLONG stud, we have shown that a proion
Plion for optimization of medical therapy can

old KD implantations i entain patients.* However
e these patients actuaily sty free from arriythmis

wheth
ind SCD is Current,
Data on long-term sy,
and receiving WCD shocis are limited,  js ¢

ks nvey 5 long-tem

Question thae seems highly relevant in cost effectivene ss
Considerations regarding the CD. The aim of the preseny
Study was to pPresent \nbm term survival data of patients af
especially those receiving appropriate
the

¥ unknown,
vival of patients wearing the wcp
urrently unknown
survival benefit, 5

whether wep

ter the

WCo g
m.rl'ml'wvc this  stugy evaluated
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Indications remboursées en France

Extrait de l'arrété du 3 décembre 2019

Apres explantation d’un systeme de défibrillation implantable pour infection, de la loge ou des électrodes,
jusgu’a la réimplantation (guérison de I'infection).

En attente de transplantation cardiaque. Lindication doit étre réévaluée tous les 3 mois (évaluation du rapport
bénéfices/risques et de I'observance).

Au décours d’un infarctus du myocarde aigu si la FEVG est inférieure a 35 % apres les 48 premiéeres heures,
jusqu’a la réévaluation de la FEVG et discussion de l'indication d’un défibrillateur automatique implantable au

terme du ler mois et du 3eme mois.
Apres revascularisation myocardique si la fraction d’éjection ventriculaire gauche (FEVG) est inférieure a 35 %,

jusqu’a la réévaluation de la FEVG et discussion de l'indication d’un défibrillateur automatique implantable au

terme du ler et du 3éme mois.
Patients avec une cardiomyopathie ischémique et une FEVG < 35%, jusqu’a ce que l'indication d’implantation

d’un défibrillateur automatique implantable (DAI) soit clairement établie, ou jusqu’a réduction significative du
risque avec amélioration de la FEVG > 35 % (a I'exclusion des indications dans le post-infarctus du myocarde avec
FEVG < 35 %, revascularisés ou non pour lequel LIFEVEST est déja pris en charge).
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5 Hazard ratio, 0.66 (95% Cl, 0.37-1.21)
0 4 P=0.18 57 Hazard ratio, 0.64 (95% Cl, 0.42-0.97)
E 5] P=0.04 -
g 4 2 Control group  seud
Q. 2 4] I
%  3- S 4 o, -
80 Control group ’ S 3 gt
ﬁ 2_ -------- :---- :tgn '..f--'
é " Ve Device group
e 1- Device group 3 14

[ | | | | | 0

0 15 30 45 60 75 90 0 15 30 45 60 75 90

. A D i Randomizati
Days since Randomization ays since Randomization

I?"Y Outcome - SCD 23vy Outcome - Overall Mortality

(Total SCD among 1524+778: 44/86 [51%])
@ Olgin et al. NEJM 2018
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Indirect WCD Effect  mm
(> Defibrillation Effect)?? L

A 1M\¥\——L\‘
T -~ After PCl among

g 8ok :;gurgg::%;g.tgﬂgzﬁ_osm I_ PatlentS Wlth LOW LVEF

B o L“_L‘—L_WW_ Absolute reduction
However, only 1.3% of - in Total Mortality
the WCD group had a about 11% at 3 Months

documented
appropriate therapy!!!

oL < |}
Mo WCD 186 04 65 36 3
Université de Paris

1
20 25 3.0

Zishiri et al. Circulation EP 2013 f:::c@



WCD = Vest + NetWork...!!!

ECG

ZOLL Lifeyj.q (SRS Sp——
. . = e A
¥ “:V’A..

P Dot dmtiioe )
Cwdiw b

P~
Ry S ——-——
B B o]
|
|
{
|
it Yt e e e OSSN § PR Y I B ¢ U
{
{
|

/

Physical
Activity

Heart
Rate

Abnormal Heart
Rhythms

l

Université de Paris

Woear Time™
Report Perlod @

Total o 532.49 hours
Patient Use 23.26 hours
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Dynamics of Nocturnal HR
Preemptive Action and Near-Term Prevention

Patients with Primary Endpoint

TTTTTT

vs. patients without +4 bpm
801 Wilcoxon rank-sum test between
groups; P<0.001 f !

§ g
i
o

-] o,
%g0e® > 0000,
s
©0000™ " 0gRE000™ " 000900090000,

Garcia R et al.
Late Breaking Sciences
ESC 2021 CV death and HF hospitalization -1 bpm

- Yes, N=75

= No, N =952
Université de Paris
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Nocturnal heart rate (beats per minute)
. S .
=l

-70 63 -56 -49 42 -35 28 21 14 7 0
Days relative to event day / last WCD wear day (Days)




WCD in HF 2021 Guidelines

Class® Level®

- Chez les patients insuffisants
cardiaques a FE basse, il est toujours
recommandé d’'attendre au moins 3
mois de traitement médical optimisé
avant de prendre la décision
d'implanter un DAI

La LifeVest est une solution temporaire
pendant cette période transitoire a
haut risque. Le niveau de
recommandation reste le méme llb
mais avec niveau de preuve accru b

[ -

Recommendations

Primary prevention

An ICD is recommended to reduce the risk of
sudden death and all-cause mortality in patients
with symptomatic HF (NYHA class Il-Ill) of an
ischaemic aetiology (unless they have hada Ml in
the prior 40 days—see below), and an LVEF
<35% despite >3 months of OMT, provided
they are expected to survive substantially longer
than 1 year with good functional status."®"'®®

An ICD should be considered to reduce the risk
of sudden death and all-cause mortality in
patients with symptomatic HF (NYHA class
lI—I) of a non-ischaemic aetiology, and an LVEF
<35% despite >3 months of OMT, provided
they are expected to survive substantially longer
than 1 year with good functional status.'®"'41¢7
Patients should be carefully evaluated by an
experienced cardiologist before generator
replacement, because management goals, the
patient’s needs and clinical status may have

changed.168_ 172

A wearable ICD may be considered for patients
with HF who are at risk of sudden cardiac death
for a limited period or as a bridge to an
implanted device.”>~17¢

ICD implantation is not recommended within 40

days of a Ml as implantation at this time does not

- . 177.17
improve prognosis.'””-"7®




Take-Home Messages @

Quand Faut-Il Proposer un Gilet Défibrillateur? @
* Think "WCD” when dealing with patients

with a significant transient risk of SCD
* Glve time to HF pharmacological therapy!

= Waiting for for more consideration of non-
Ischemic patients

» Time to acknowledge indirect effect of
defibrillation devices!

Université de Paris
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