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Clinical Need – 30 Day Strokes with TAVI in EU Studies 

Stroke rates without embolic protection range from 0.6% - 5.0% 



DW-MRI imaging of lesions 

Daneault et al, JACC 2011;58: 2143-50 

New lesions found in vast majority of diffusion-weighted MR 
images (DW-MRI) of the brain following TAVI 
 



Embolic Protection Devices 



Edwards Embrella Embolic Deflector 



PROTAVI C Study Patient Flow Chart 

J. Rodes-Cabau, presented at PCR 2013 



DW-MRI Data 

J. Rodes-Cabau, presented at PCR 2013 



DEFLECT I – Device Description 

M. Mullen, presented at PCR 2013 



DEFLECT I – Key Study Procedures and Time Points 

M. Mullen, presented at PCR 2013 



TriGuardTM Performance 

M. Mullen, presented at PCR 2013 



DW-MRI Results 

M. Mullen, presented at PCR 2013 



TAVR – Cerebral MRI Studies 

Mullen et al. 5 (0-28) 120 (0,390) 20 

M. Mullen, presented at PCR 2013 



Summary 

- There are no data available from RCT showing a reduction 

in DW-MRI lesion volume by any kind of deflector or filter 

in TAVR. 

 

- The previous studies assessing cerebral lesion number and 

volume after TAVR are difficult to compare since different 

scanners were used, the MRI was performed at different 

time points after TAVR, and the scan protocols were not 

standardized. 
 



Summary and Conclusion 

- There value of TCD is completely unclear. 

 

- Serial MRI studies are necessary to understand the 

evolution of lesions detected by DW-MRI over time. 

 

- RCT are essential before a recommendation on the use of 

cerebral protection devices in TAVR can be given. 
 



Thank You! 

Axel.Linke@medizin.uni-leipzig.de 



Clinical Need – 30 Day Strokes In PARTNER 

Stroke rates in TAVR reported in literature without embolic protection 
range from 3.8-6.7% 

Leon et al, NEJM Smith et al, NEJM,  
Kodali et al, ACC 2013, Leon et al, ACC 2013  
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Edwards Embrella Embolic Deflector – Experimental Study 

• No significant pressure gradients across the deployed 
devices 

• Deflection downstream : 98.7%. 

• Deflection efficiency : 91.1% (% of total injected partciles 
deflected downstream) 

• Surface of adherent particles <1% of total device area 

• No injury at the site of deployment 

(Carpenter,J Vasc Surg 2011;54:174-81) 

No Deflector   Deflector 



PROTAVI C Follow-ups 

J. Rodes-Cabau, presented at PCR 2013 



PROTAVI C TCD Findings 

J. Rodes-Cabau, presented at PCR 2013 



The Type and Timing of Stroke – ADVANCE Study 

21 Bosmans et al, presented at EuroPCR 2014 
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Clinical Need – Impact of Stroke on Mortality 

22 H. Eggebrecht et al, EuroIntervention 2012, 8: 129-138 

Meta-analysis of 10,037 published patients 



PROTAVI C Design 

J. Rodes-Cabau, presented at PCR 2013 


