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Treatment options: Oral Anti-Coagulation Coumadin 

1. Multiple Randomized Trials have established the efficacy of 
Oral Anticoagulation (64% strokes risk reduction) 

2. Contraindicated for 14-47% of patients (who are at risk for 
stroke) 

3. Limitations Include:  
1. Narrow Therapeutic Window 

2. Need for close monitoring and pharmacological interactions 

3. Intracranial Hemorrhage 1.8% of patients per year age 75 and older 

4. Delays on other urgent procedure 

4. Discontinuation rate is estimated to be 38% per year 

 

Interventional treatments for stroke prevention Mobius-Winkler et al. 





Onalan O; Stroke 2007 

Rationale for local therapy: LAA is the source of 
embolization! 

> 90% of thrombi located in the LAA 



FDA approved device 





PROTECT - AF 

Holmes D; Lancet 2009 



PROTECT - AF 

Holmes D; Lancet 2009 



PROTECT – AF. Continued Access Registry 
Modified Risk Score for Death or Disabling Sequela 

Reddy VY et al. Circulation 2011 





Cardiac perforation, tamponade, ischemic stroke,  
device embolization, other vascular complications  







ASAP study. Contra indication for oral warfarin  
Expected vs observed annual rate of stroke based on CHADS2 score 

Clopidogrel: 32% reduction rate which would decrease the expected rate to 5% 
Even so, “local”protection would confer a 64% reduction in the ischemic stroke rate 

77% fewer events 

Expected Observed 



Park JW et al. CCI 2011 



Amplatzer Cardiac Plug. Efficacy 

The ACP  is an investigational device not for sale in the USA 



Amplatzer Cardiac Plug. Efficacy 

• 65%  reduction in stroke risk from estimated stroke rate  

The ACP® is an investigational device not for sale in the USA 



ESC Guidelines for the management of AF 

Camm A. et al Eur Heart J 2012 



Conclusions for LAA closure 

• Percutaneous closure of the LAA with the Watchman 
device is a safe and effective treatment modality to 
prevent stroke in patients with non-valvular AF 

• ACP seems to have similar performance  

• It May Should be considered in patients with CHADS 
score > 2 and contra-indications to OAC, difficult 
OAC or adverse events in OAC.  
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AVC e FOP 

Overell JR et al. Neurology, 2000 

27% 14% 

17% 56% < 55 anos 

> 55 anos 

AVC 

criptogênico 

versus 

Causa 

conhecida 

(~ pop geral) 



Associação entre as anormalidade do SAI e 

AVC em pacientes com idade > 55 anos 

Andke NEJM 2007 



Distribuição do RoPE Score e FOP 

Thaler D et al; Trials 2013 



Diretrizes para AVC cripto e FOP 

Stroke; May 2014 



Tto clínico vs percutâneo  

Evidências científicas 

• Melhor evidência disponível derivada de: 

– Trabalhos prospectivos, longitudinais, 

observacionais 

– Meta-análises 

– Comparação de coortes contemporâneas de 

pacientes 



PC trial: Stroke incidence 

Widecker S et al. NEJM 2013 









Metanálise 3 ECR. Intenção de tratar 

Riaz et al. BMC Cardiovascular Disorders 2013, 13:116  



Metanálise 3 ECR. Pelo Protocolo 

Riaz et al. BMC Cardiovascular Disorders 2013, 13:116  











FDA Panel Meeting 



Conclusions for PFO closure 

• Based on the current available evidence it seems 
that transcatheter closure of the PFO should be 
indicated to prevent recurrent ischemic strokes in 
patients in whom the PFO is the most likely “culprit”, 
especially in the younger population (< 55-60 years 
of age), with no or few other risk factors. 

• Patients with substantial shunt across the defect 
and/or with ASA association are the most benefited 
from the procedure. 



Thank you !!  


