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Why ablation as a first line?

• Why the rush?

• Why PVI as an early 
treatment option

• Less AF means less LA 
remodeling/less fibrosis

• Long term AAD therapy is road 
to nowhere + the earlier we 
intervene, the greater the 
chance patient will be PVI 
responder
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SINUS RHYTHM MATTERS ON THE LONGER RUN!!!!



‹#›Confidential – Do not Distribute

RHYTHM or RATE CONTROL PUZZLE SOLVED?
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AF ablation delays progression to PerAF
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• Cryoballoon is a good PVI tool (all PVs durably isolated in 60-
70% of patients)

• …reasonably effective

• …reasonably safe

• …reproducible procedural time

• …easy to master (compared to point by point  

ablation)

How does the cryoballoon fit into the AF story?
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Meta analysis of 3 trials using RFA: 
• Prior first-line studies have evaluated “old generation” point-by-point radiofrequency catheter ablation1-3

1. Wazni OM et al. JAMA 
2005;293:2634-40.

2. Cosedis Nielsen J et al.  N Engl
J Med 2012;367:1587-95.

3. Morillo CA et al. JAMA 
2014;311:692-700.

4. Hakalahti A et al. Europace
2015;17:370-8.

Radiofrequency Catheter Ablation
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2020/2021 – 3 new trials using CB - PVI only

Wazni, OM et al. Radiofrequency Ablation vs Antiarrhythmic Drugs as First-line Treatment of Symptomatic Atrial Fibrillation A Randomized Trial. JAMA 2005;293:2634–2640

EARLY AF1

• 303 pts randomized to PVI or AAD

• Primary endpoint: freedom from any AA

• FUP – ILR

STOP AF FIRST2

• 203 pts randomized to PVI or AAD

• Primary endpoint: freedom from any AA

• FUP – weekly TTM+TTM with symptoms

CRYO FIRST3

• 220 pts randomized to PVI or AAD

• Primary endpoints: Freedom from any AA
• Qol

• FUP – 7 day Holter ECGs

1Andrade J.  et al. N Engl J Med 2021; 384:305-315

2Wazni O. et al. N Engl J Med 2021; 384:316-324

3Kuniss M. et al. Europace 2021;00:1-9
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Primary efficacy endpoint

Wazni, OM et al. Radiofrequency Ablation vs Antiarrhythmic Drugs as First-line Treatment of Symptomatic Atrial Fibrillation A Randomized Trial. JAMA 2005;293:2634–2640

EARLY AF STOP AF FIRST CRYO FIRST

• Consistent RR reduction cca 50% - absolute numbers differ depending on FU method
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AF burden- an important metric for the long term 
outcomes

Andrade J.  et al. N Engl J Med 2021; 384:305-315EARLY AF
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Secondary efficacy outcomes - QoL
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EARLY AF Andrade J.  et al. N Engl J Med 2021; 384:305-315
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Primary safety outcomes
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CRYO FIRST Kuniss M. et al. Europace 2021;00:1-9

No stroke

No tamponade

No persistent PN 
palsy

1 TIA

PVI group, n=107
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Primary safety outcomes
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No stroke

No tamponade

3 persistent PN palsy 
(resolved at 1 month FU)

No TIA

PVI group, n=154

EARLY AF Andrade J.  et al. N Engl J Med 2021; 384:305-315
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Primary safety outcomes
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No stroke

No death

No persistent PN 
palsy at 12 months 
FU

No AE fistula

PVI group, n=104

Wazni O. et al. N Engl J Med 2021; 384:316-324EARLY AF
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Summary

SAFETY ASPECT

PVI with cryoballoon as an early treatment option for 
paroxysmal AF patients is as safe as the AAD treatment

3 recent RCTs (STOP AF FIRST, CRYO FIRST and EARLY AF) show:

…when performed at high volume centers, with high 
volume operators (industry picked!!!)



‹#›Confidential – Do not Distribute

Summary

AF SUPRESSION ASPECT

PVI with cryoballoon as an early treatment option for 
paroxysmal AF patients results in better control of AF 
(treatment effect preserved irrespective of FU strategy)

3 recent RCTs (STOP AF FIRST, CRYO FIRST and EARLY AF) show:

…when performed at high volume centers, with high 
volume operators
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Impact to the guidelines

I ?         A+ CryoFirst, STOP AF first, Early AF + EAST AFNET4&ATTEST
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Personal take on these 3 RCTs with CB for PAF

WILL THIS DATA CHANGE MY PRACTICE? NO

DO THESE TRIALS BRING IN ANY NEW DATA? NO

DO THESE TRIALS SUGGEST THE CRYOBALLOON SUPREMACY OVER
OTHER WIDELY AVAILABLE ABLATION PLATFORMS/APPROACHES? 

YES

Is there a reason for CB product managers to laugh??? 
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PFA single shot PVI 


