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Worldwide Report on the AblatiorRelated
Pertprocedural Complications
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Uninterrupted Warfarin versus LMWH Bridge

Atrial Fibrillation Ablation in Patients With Therapeutic
International Normalized Ratio

Comparison of Strategies of Anticoagulation Management in the
Periprocedural Period

Table 2. Complications

Group 1 Group 2 Group 3

(n=105) (n=100) (n=150) Exact P
Ischemic stroke, n 1 2 0 0.12
Pericardial effusion, n 1 2 1 0.69
Minor bleeding, n 23 19 8 <0.001
Major bleeding, n 9 0 0 <0.001

Group X LMWH 1 mg/kg BID, Group-2ZMWH 0.5 mg/kg BID, Group 8n Warfarin

Wazni et al. Circulation 2007; 116:2531



Periprocedural Stroke and Bleeding Complications in
Patients Undergoing Catheter Ablation of Atrial Fibrillation
With Different Anticoagulation Management

Results From the Role of Coumadin in Preventing Thromboembolism
in Atrial Fibrillation (AF) Patients Undergoing Catheter Ablation

(COMPARE) Randomized Trial

Luigi Di Biase, MD, PhD; J. David Burkhardt, MD; Pasquale Santangeli, MD;

Prasant Mohanty, MPH, MBBS;: Javier E. Sanchez, MD; Rodney Horton, MD; G. Joseph Gallinghouse, MD;
Sakis Themistoclakis, MD; Antonio Rossillo, MD; Dhanunjaya Lakkireddy, MD: Madhu Reddy, MD:
Steven Hao, MD: Richard Hongo, MD: Salwa Beheiry, RN, Jason Zagrodzky, MD; Bai Rong, MD;
Sanghamitra Mohanty, MD: Claude S. Elayi, MD: Giovanni Forleo, MD; Gemma Pelargonio, MD;
Maria Lucia Narducci, MD: Antonio Dello Russo, MD: Michela Casella, MD; Gaetano Fassini, MD;

Claudio Tondo, MD: Robert A. Schweikert. MD; Andrea Natale, MD

1584 eligible patients were enrolled
I I

Underwent randomization and were assigned to:

v

Group 1: warfarin

) ? ! Group 2: Continuous
discontinuation

warfarin
(n=794)

(n=790)

Underwent catheter ablation, assessed for symptomatic
periprocedural TE events at 48 hours post-procedure

De Biase et aCirculation2014

v v
39 Periprocedural TE Total 2 (0.25%) TE events
events: (both stroke, no TIA)
Stroke- 29 (3.7%),
TIA- 10 (1.3%)




Table 2. Thromboembolic Events According to AF Type

Group 1 (Off Warfarin; Group 2 (On Warfarin;

n=790), n (%) n=794), n (%) PValue
Stroke/TIA combined 3949 2 (0.25) <0.001
Paroxysmal 2(0.87) 0 (0.0) 0.25
Persistent 423 0 (0.0) 0.06
LSP 33(8.5) 2(0.49) <0.001
Stroke 29(3.7) 2(0.25) <0.001
Paroxysmal 1(0.44) 0(0.0) 0.47
Persistent 2(1.15) 0(0.0) 0.25
LSP AF 26 (6.7) 2(0.49 <0.001
TIA 10(1.27) 0 (0.0) <0.001
Paroxysmal 1(0.44) 0(0.0) 1.00
Persistent 2(1.15) 0(0.0) 0.50
LSP 7(1.81) 0 (0.0) 0.016

AF indicates atrial fibrillation; LSP, long-standing persistent; and TIA,

transient ischemic attack.
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De Biase et aCirculation2014



2016 ESC Guidelines for the management of atrial
fibrillation developed in collaboration with EACTS

11.3.4 Anticoagulation: before, during, and after ablation T
Patientsanticoagulatedvith VKAsshould continue therapy 5/
during ablation(with an INR of &3).760 “

Anticoagulatiorwith NOACss an alternative to warfarirt/8.761c 765
There Is no safety signal from observational cohorts treated with
uninterrupted NOAC therapy undergoing catheter ablatiam
experienced centre$!.763.766.767The first controlled trialcomparing
continuous NOAC and VKA therapy in AF ablation patients, enrolling
around 200 patientshasrecently been published®®



@ ESC crcsrmempimpooonions ESC GUIDELINES

European Society doi:10.1093/eurheartj/ehaaé12
of Cardiology

2020 ESC Guidelines for the diagnosis and
management of atrial fibrillation developed in
collaboration with the European Association of

Cardio-Thoracic Surgery (EACTYS)

Recommendations for stroke risk management peri-catheter ablation

Recommendations Class® Level®

In AF patients with stroke risk factors not taking OAC before ablation, it is recommended that pre-procedural management of stroke C
risk includes initiation of anticoagulation and:
e Preferably, therapeutic OAC for at least 3 weeks before ablation, or

e Alternatively, the use of TOE to exclude LA thrombus before ablation. i <
For patients undergoing AF catheter ablation who have been therapeutically anticoagulated with warfarin, dabigatran, rivaroxaban, - -
apixaban, or edoxaban, performance of the ablation procedure without OAC interruption is recommended.®’ 8872881
After AF catheter ablation, it is recommended that:

e Systemic anticoagulation with warfarin or a NOAC is continued for at least 2 months post ablation, and
e Long-term continuation of systemic anticoagulation beyond 2 months post ablation is based on the patient’s stroke risk profile and

not on the apparent success or failure of the ablation procedure.




VENTURE AF Design: Randomized, Gakal, Activecontrolled
Multicentre Study

Rivaroxaban 20 m (- Rivaroxaban 20 mgl<ld
o <
= O
Planned TEE / Q=
| orflcE > 1c7days  ®S 30 5days
Population: O ®
Patients with 11
paroxysmal, persistent o Sufficient VKA (INR 2¢3.0) VKA (INR 2¢3.0)
long-standing persistent anticoagulatio Yy N=248 p: .
NVAF. scheduled for \\ Rivaroxaban 20 mgLo:j Rivaroxaban 20 mq’c d
catheterablation . a4 (Sl
Insufficient k=
anticoagulatiof 4¢5 weeks =2 30 5 days
O®
1:1
mmediate TEEor ICEconfirmingthe absenceof detectable VKA (INR 2¢3.0) VKA (INR 243.0)
intracardiacthrombus End of
bSufficientanticoagulationdocumentedfor 3 weeksprior to treatment
randomization o
‘Thesepatients were randomizedto receivestudy drug for 4-5 weeks Heparin iv ACT 3Q@00 sec

prior to the procedure (target 30@325 sec)

Pleaseaefer to the slide notesfor the full details of the footnotes

Naccarelliet al. Jnterv CardElectrophysioR014;41:107116



VENTURE AF: Complications During the

Study Period

Rivaroxaban VKA Total
Any adjudicated event 26 25 51
n=123 n=121 N=244
Any bleeding everit 21 18 39
Major bleeding event 0 1 1
Vascular pseudoaneurysm 0 1 1
Non-major bleeding event 21 17 38
Most relevant:
Arteriovenousfistula 0 1 1
Catheter/puncture site haemorrhage 1 1 2
Haematomavessel puncture sitthaematoma 8 10 18
Vascular pseudoaneurysm 3 1 4
n=124 n=124 N=248
Any thromboembolic events (composite) 0 2 2
Ischaemicstroke 0 1 1
Vascular death 0 1 1
n=114 n=107 N=221
Any other procedurattributable eventt 5 5 10
Pericardial effusion without tamponade 0 1 1

*safety populationITT population’per-protocol population

Adaptedfrom Cappatoet al. EurHeartJ 2015;36:1808.1



Results: Secondary Endpoints

Low Rate of Thromboembolic Events

| Stroke: no events
I Systemic embolism: no events
I Transient ischemic attack: Dabigatran O vs warfarin 1

Minor Bleeding Events Similar Between Treatments

MDabigatrarb9 (18.6%) vs warfarin 54 (17.0%)

Calkins et al. N Engl J Med. 2C



