PRECISE STUDY

Occuiience of significant long PR intervals in patients implanted for sinus node
dysfunction and monitored with SafeR
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- Occurrence.

of significant long PR mt@?vals in patients implanted for sinus node

dysfunctlon and momt&i‘ed with SafeR: the PRECISE study
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Réppel

60
“*Allongement du PR le plus sow?ent benin et asymptomatique

' °Certa|nes etudes suggerenft toutef0|s une augmentation du risque de

* FA .&"{@&..................&&Q’@
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_ 'Deflnltlomffilnlque du BAV 1: PR > 200 ms ‘%§°°\
@C\Q}
~elLa prev%lence etincidence sont mal connus. . . =~ = . '@@?
*Le mode Safe R de MicroPort CRM-preserve la conduction sp@ntanee et gere le delai AV
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Etudier a 12 mois chez dﬁ’s patients implantés pour dysfonction sinusale gans BAV
d’un stimulateur car@mﬁque double chambre REPLY dual chamber pacemaker

(Sorin CRM, CIanlacrt France) o
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1. I mudence de l'allongement du PR &
2. Ies facteurs predictifs de cet allongement

3. Lassociation de I'allongement du PR et de L;ﬂ%oidence de FA
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Etude framcalse multicentrique, prospective de

cohort@ &

Inclu='§|on Avril 2012 a septembre 2013
Qi"bture janvier 2015
Pt >18 ans implanté avec un PM DC@safe R
Exclusion: BAV haut grade, FA pgf’manente
Safe R activé a I’|mplantat|ocr)01q
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Methode

| 'Crltere prlmélre SW|tchs sur BAVl (statlsthue\\Safe R)
. 0,3\;&0 . . y . . . . . . . . . . . . . . . reﬁe
Qc’e : 0&006\_
. CI‘IT,ETE secondalre Reph > 1 mn/ 24h &
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6 CONSECUTIVE LONG PR INTERVALS > AVE

SafeR pacing mode

In the presence of an AVB1, the
algorithm does not allow more than 6
consecutive PR or AR intervals longer
than a programmable value (nominally
350 and 450 ms, respectively).

If a 7th long PR intervai is detected, the
algorithm switches to DDD pacing mode.
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291 patients DS

PRECISE: results - population

SND patients enrolled F(QQ )
b . <® * 4 pts Safe R off
n=291 O .
&
éo Withdrawn during the study = 4 H A
< b i st i _ * 72 patients, PR basal non mesuré
(4
N
£O .
SND patientg)@bmcleted ¢ 1 pt PR > 350 ms.
&
{@0 = 287
©
&0 Withdrawn from analysis = 73
I Baseline PR not measured = 72 4 H
Y\/\o‘> Bassline PR >350 ms = 1 Analyse sur 214 patients
S .
% SND patients leted .
N T ol Bl _ 143 patients PR basal <200 ms
q{@'ﬂ PR <350 ms
e .
& n=214 : 71 patients PR basal 200-350 ms.
v
©
SN
v
SND patients without SND patients with OQ\*
AVB at baseline AVB1 at baseline NS
o , i >
(PR <200 ms) (200 < PR < 350 ms) o
n=143 n=71 q@;
&
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Baseline characteristics of sinus node dysfunction

patients with baseline PR <350 ms [n=214) .@}b\
Clinical characteristics Q}é\(\
Male 95 (44.4%) {\@\Q’
| Age at enrollment (years) 78.9+2.4 | N
Hr;;:;:m il ilé 'S,c:]%' R & Suivi moyen 370+78 days.
8 O
[Fibrillation 99 (48,55
Other 6 (2.99%°
Medication# ¥
Sotalol 1& 6.9%)
Digoxin e°§ 1.5%)
Non-dihydropyridine CCB* ,“\\%@ 3 (1.5%)
Flecainide 6&" 13 (6.4%)
Beta-blocker <0 65 (32.2%)
Amiodarone 90‘2\‘ 43 (21.3%)
Other & 81(20.1%)
None Q{e? 44 (21.8%)
Electrical chné\cteristics
PR, mgé%n (ms) 192+49 |
PR, gPedian (ms) 188 (160; 220)
[ﬁ mean (ms) 244+56
AR, median (ms) 240 (200; 266)
Intervention
[Firstimplant 153 30-2%)
Replacement 20(9.3%) &
Updgrade 1 (0.5%) _@66‘)
Pacemaker model i~
REPLY DR™ 213 (99.5%) &
REPLY D™ 1 (0.5%) ©f»V

*Values missing for 10 patients. #Values missing for 12 patients. * ‘Diltaa{z}/@& or verapamil. -




Incidence des Switch sur PR long

100% - S

54.2% des 214 patients ont eu 1 episode
ou plus de switch sur PR long

80% -

60% - 62% de switch si 200<PR basal<350 ms

50,4% de switch si PR basal<200 ms
40% -

Freedom from long PR episodes (%)

@ ' 79.3%) jour et nuit
N
P
i 2 . . ; , 17.2% seulement le jour
0 100 200 300 400 .
Time to first episode of long PR (days after implant) Oszv 3.5% seulement la nuit
>
N
Number 189 139 126 103 28 {Q?
at risk @000
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eul facteur predictif de switch sur PR long est
I'amiodarone ( multivarié )

(OR, 2.50; 95 Cl, 1.20-5.21; P=0.014)




Switch sur PR long predictif de FA : Tendance-univariée

Le seul facteur predictif de survenue de FA en multivarié est un
antecedent de FA (OR, 1.78; 95% Ci, 1.02 to 3.10; P=0.044)




conclusions
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~ Plus de 50% de dysfoncti®n sinusale ont presenté au moins un episode de switch

. sur 6 PR long consecvgftﬁs a 12 mois. N -, .

&

' L'amiod'arone'gsf’\le'seul facteur predictif de switch sur BAV. Associationqqugrte

- entre switcgﬁhr PR long et survenue de FA. Mecanisme de fibrose bingdale ? -
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PRECISE: resdlts — population

«“*We wanted to demonstrate that at least 10% of

implanted SND patlents presented PR Iengtheﬁlng
after 1 year | &

. Th|s caIcuIatlon was based on addltlom“al resuIts ofi
the SAVER study: incidence of patlegats presenting

AVB 1 after 1 year was estlmatedta‘t 16%
*Original sample size estlmated at 848 patients
285 evaIuabIe patlents req‘wred for prlmary |
endpoint
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MN=241
Selected patients

N=1

Patient notinduded

&(‘
M=314 S

M=528
Enrolled patients
[patientsincluded +
all forms signed)

Patientsincludedwithmisging

formsor at least one ni@gned

[ -

| C“Q
M=51 @
Patients co =d
the‘ [y
O
v"a
A9 N =235

M=291
SMND patients

cﬁé&ientswithum SND

Withdrawn during the study = 243
SafeR mode deprogramming = 48
Fatient’s consent withdrowal= &
Explont of invest. Device =1
Fatient Lost to follow-up =121
Other=31
Missing =36

Death =20

N=229
Patients completed
the study

Withdrawn duringthestudy=56
SafeR mode deprogramming =35
Patient’s consent withdrowal= 0
Exgmnr ofinvest. Device =0
Fatient Lost to follow-up =0
COther =1
Missing =0

Death=0

M= 287
Patients completed

Withdrawn during the study = 4
SafeR mode deprogramming =4
Patient’s consent withdrowal= 0
Explant afinvest. Device =0
Fatient Lost to followup =0
Other =0
Missing =0

Desth=0

PRECISE: results - population

Original patient disposition

848 patients inclus

285 Patients evaluables




PRECISE: r:gsﬁlts — Overview
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@@Q‘Ioncidence and predictors of long PR -
\

*Over half (n=116 [54.2%]) of the 214 patients experienced one ormore eplsodes sz long PR
mterval durlng the study

. \\(\ .
*Amiodarone was the only mdependent predlctor of Iong PR occurrence (Oggef 50; 95 cl, 1 20—
5.21; p=0.014y = = . {\\ _
@
Incidence and predictorsof AF -~ -~ - @@@-

(\
*Close to a third of patients (29.6% [n=63]) had =1 episode of AF\ﬂ’urlng the study

*History of atrial rhythm disorders, medication, amlodaroneo%ng PR (AVB1 switch), and age were -
shown by univariate analy5|s to be potentlally assoaatedMﬁth the incidence of AF

'Further anaIy5|s (muIt|var|ate) conflrmed that onIy aqﬁlstory of atrlaI rhythm dlsorders at
baseline was associated with AF incidence (OR, 1. Zﬁa 95% Cl, 1.02 to 3.10; P=0.044) -

*However, almost twice.as many patients W|th§48ng PR occurrence.experienced incident AF than
patlents W|thout Iong PR occurrence (19 3é{bersus 10. 3%, OR, 1.86; 95 Cl, 0.97-3.61; P=0. 051)
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PRECISE: résults - safety

QC\'@@ °There were no deaths in the sinus node dysfunctlon (SND pog&ﬁatlon

& +10patients (4.7%) developed 12 adverse events, of whlchéﬁme were

& serious adverse events: ventricular tachycardia (2), strolgeq’(Z) coronary

o artery procedure (1), pocket infection (1), acute corop@ry syndrome (1),
weakness (1) and renal failure (1). -~ - - b&- :

©
*There were no events that were related to tQ@ftudy device.

*There was one report of diaphragmatic s;&fhulatlon related to unipolar
stimulation, which 'was overcome by S\gﬂ*?chmg to bipolar stimulation.
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