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Repeat catheter ablation for recurrent atrial fibrillation: [ ecre joms s unversty scroore

Medicine, Baltimore, Maryland, USA

2?Department of Biostatistics, Johns Hopkins

Electrophysiologic findings and clinical outcomes

Baltimore, Maryland, USA

% 300 patients who underwent their first répeat AF ablations for symptomatic, recurrent AF

‘0

+ All repeat ablations were performed using RF energy, 78% RF for 15t ablation
** 67% at SR before repeat ablation ‘
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FIGURE 1 Number of pulmonary vein reconnections per patient discovered during repeat ablation for all patients and stratified by = Total Cohort = Persistent atrial fibrillation = Paroxysmal atrial fibrillation
persistent versus paroxysmal atrial fibrillation at presentation for repeat ablation FIGURE 2 Anatomic distribution of pulmonary vein reconnections discovered during repeat ablation
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Daimee UA, et al. Akhtar T, Boyle TA, Jager L, Arbab-Zadeh A, Marine JE, Berger RD, Calkins H, Spragg DD. Repeat catheter ablation for recurrent atrial fibrillation: Electrophysiologic
findings and clinical outcomes. J Cardiovasc Electrophysiol. 2021 Mar;32(3):628-638.
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Risk and complications of atrial fibrillation therapy

16:30 - 18:00, Sunday 28 August, 2011

Catheter ablation
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Dep. Director, Henry Dunant Hospital, Athens, Greece
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Randomized Controlled Trial for Pulsed Field
Ablation versus Standard of Care Thermal Ablation
for Paroxysmal Atrial Fibrillation

Primary Results of the ADVENT Trial

27 August 2023

Vivek Y. Reddy MD,! Edward P. Gerstenfeld MD,2 Andrea Natale MD,3 William Whang MD,! Frank A. Cuoco MD,4 Chinmay Patel MD,> Stavros E. Mountantonakis
MD,® Douglas N. Gibson MD,” John D. Harding MD,® Christopher R. Ellis MD,? Kenneth A. Ellenbogen MD,10 David B. DeLurgio MD,!1 Jose Osorio MD,12 Anitha B.
Achyutha MTech MSE,13 Christopher W. Schneider BSE MEng,13 Andrew S. Mugglin PhD,14 Elizabeth M. Albrecht PhD,?> Kenneth M. Stein MD,> John W. Lehmann
MD MPH,* and Moussa Mansour MDY/

On behalf of the ADVENT Investigators.

1Helmsley Electrophysiology Center, Icahn School of Medicine at Mount Sinai, New York, NY; 2University of California San Francisco, San Francisco, CA; 3Texas Cardiac Arrhythmia Institute, St. David’s
Medical Center, Austin, TX & Case Western Reserve University, Cleveland, OH; 4Trident Medical Center, Charleston, SC; SUPMC Pinnacle, Harrisburg, PA; 6Lenox Hill Hospital, Northwell Health, New York
City, NY; 7Scripps Clinic and Prebys Cardiovascular Institute, San Diego, CA; 8Doylestown Hospital, Doylestown, PA; Vanderbilt University Medical Center, Nashville, TN; 1%Virginia Commonwealth
University, Richmond, VA; lEmory University Hospital, Atlanta, GA; 12Grandview Medical Center, Birmingham, AL; 13Boston Scientific Corporation, Menlo Park, CA; 14Paradigm Biostatistics LLC, Anoka,
MN; 15Boston Scientific Corporation St. Paul, MN; 6Lehmann Consulting, Naples, FL; ?Massachusetts General Hospital, Boston MA.
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Principal Investigators, DSMB & CEC

ESC Congress 2023
Amsterdam & Online



ADVENT: Study Design
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Study Design - Endpoints
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Comparison in efficacy of catheter
ablation for elderly versus non-elderly
patients with persistent atrial fibrillation

Y. Matsuokal, Y. Sotomi?, S. Hikoso?, D. Nakatani?, K. Okada?l, T. Dohi?, H. Kidal, A. Sunaga?,
T.Satol, T. Kitamural, N. Tanaka?, M. Masuda3, T. Watanabe?, K. Inoue?>, Y. Sakatal

(1) Osaka University Graduate School of Medicine, Osaka, Japan (2) Sakurabashi-Watanabe Hospital, Osaka, Japan
(3) Kansai Rosai Hospital, Hyogo, Japan (4) Osaka General Medical Center, Osaka, Japan
(5) National Hospital Organization Osaka National Hospital, Osaka, Japan

26 August 2023
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Primary endpoint (AF recurrence)

Young group (Age<65) Elderly group (Age265)
1.00 —\_ 1 Tt -
e — PV]-alone o — E"u':-a:nne
J— : e - = PV]-plus
- e FVl-plus . e r
% 0.50 o.80 .
7
"1 PVl-alone vs PVI plus “*1 PVl-alone vs PVI plus
HR: 1.101, 95%CI: 0.6874 —1.773, P = 0.692 HR: 0.587, 95%CI: 0.406 — 0.849, P = 0.0047
o.an 000
B 365 I W ays o Er I W s
Mumier at risk Murnber af risk
Fyil- o5 57 54 45 18 F:w_ 162 02 Al ] 26
alone Mo 7 BS 52 19 alone 120 109 24 70 26
PViI-plus 368 730 1088 e PVi-plus 365 730 s 1260
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P for interaction 0.0411

* There were no fatal complications in this study.

ESC Congress 2023
Amsterdam & Online

HR: hazard ratio, Cl: confidence interval



CASTLE-HTX

Catheter Ablation versus Medical Therapy to Treat
Atrial Fibrillation in End-stage Heart Failure

Christian Sohns, Maximilian Morsdorf, Harry Crijns,
Jan Tijssen and Philipp Sommer; for the CASTLE-HTx Investigators

Amsterdam, August 27t 2023
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Hypothesis

Catheter ablation of atrial fibrillation is superior to medical
treatment in patients with end-stage heart failure in terms of
mortality, need for LVAD implantation, and urgent heart

transplantation

ESC Congress 2023
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Early termination by May 15t 2023

* Approximately one year after enrollment was completed
the DSMB recommended immediate cessation of the

protocol-mandated medical-therapy arm

* We now report outcomes until May 15t 2023

ESC Congress 2023
Amsterdam & Online



Treatment

194 Underwent randomization

|

97 Ablation group

l l

81 Ablation 16 No Ablation

97 Included in primary analysis
0 Lost to follow-up

Median duration of follow-up 554 days

!

97 Medical therapy group

l l

81 Medical therapy 16 Ablation

97 Included in primary analysis
0 Lost to follow-up

Median duration of follow-up 536 days

ESC Congress 2023
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Death from any cause

100~
307 Hazard Ratio, 0.29 (95% Cl, 0.12 - 0.72)
90 P = 0.005 by log-rank-test
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Medical Therapy 97 85 83 45 13
Ablation 97 95 93 51 20
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The NEW ENGLAND
JOURNAL o MEDICINE

ESTABLISHED IN 1812 FEBRUARY 1, 2018

Catheter Ablation for Atrial Fibrillation with Heart Eailure

AF Burden Derived from Memory of Implanted Devices

«ATLOTOG OWHAG» 70 |
Michelangelo Merisi da Caravaggio
(1571-1610)
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Marrouche H, et al. New Eng J Med 2018:378(5);417-427



Effect of Outcome Measures on the

Apparent Efficacy of Ablation for Atrial
Fibrillation: Why “Success” is an
Inappropriate Term

200 patients with symptomatic AF,-refractory to antiarrhythmic drugs (AADs)

1. ‘Strict Endpoint’: patients were considered to have a recurrence with any symptomatic or documented recurrence
for 230 seconds with no blanking period, and off their AADs

2. ‘Liberal Endpoint’: only documented recurrences after the blanking period, either on or off AADs were counted

3. ‘Patient-defined Outcome endpoint’ which was the same as the Liberal endpoint but allowed for up to two
recurrences and one repeat ablation or DCCV during follow-up

Jackson N, et al. Heart, Lung and Circulation (2021)



Effect of Outcome Measures on the
Apparent Efficacy of Ablation for Atrial
Fibrillation: Why “Success” is an
Inappropriate Term

Freedom from recurrence of atrial tachyarrhythmias (AT) at 5 years was 62% for the Strict Endpoint, 73% for the Liberal
Endpoint, and 80% for the Patient-defined Outcome endpoint (p,0.001).

Strata — Patient-defined Endpoint: :All — Liberal Endpoint::All — Strict Endpoint:-All Strata — Patient-defined Endpoint::All — Liberal Endpoint::All = Strict Endpoint:-All

Frailty p-value = <0.001

(atrial tachyarrhythmia)

Freedom from recurrent AT
(atrial tachyarrhythmia)

Freedom from recurrent AT

0 10 20
Cumulative number of events

0 1 7 g9 Cumulative number of events
Liberal Endpoint-Al 0 17 21

3 0 9 17 23 28 3 37

Strict Endpoint-Al 0 7 21 27 Liberal Endpoint:Al 0 23 24 m a7 49 53

- - - - . S . Strict EndpointAll - 0 30 46 57 65 70 74
Figure 1 The survival free from atrial tachyarrhythmia recurrence according to the three definitions of success: Strict

Outcome, Liberal Outcome and Patient-defined Outcome out to one year. Figure 2 The survival free from atrial tachyarrhythmia recurrence according to the three definitions of success: Strict

: : Outcome, Liberal Outcome and Patient-defined Outcome out to 5 years.
Jackson N, et al. Heart, Lung and Circulation (2021)




Effect of Outcome Measures on the
Apparent Efficacy of Ablation for Atrial

Fibrillation: Why “Success” is an
Inappropriate Term

200 patients with symptomatic AF,-refractOry to antiarrhythmic drugs (AADs)

Results Freedom from recurrence of atrial tachyarrhythmias (AT) at 5 years was 62% for the Strict Endpoint, 73%
for the Liberal Endpoint, and 8% for the Patient-defined Outcome endpoint (p<0.001). Of the 50 patients

repeat ablation or one DCCV (p=0.004), an
follow-up (p<0.001).

vould be accepting of one or two recurrences dun'ng

surveyed awaiting AF ablatio @ aid they 1-' ld still consider the procedure a success if it required one

Jackson N, et al. Heart, Lung and Circulation (2021)
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