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Perioperative Stroke by Type

Study showed Most Strokes were Embolic – 62%



84% SILENT STROKE following TAVI



Diffusion-Weighted MRI Study

Philipp Kahlert

West German Heart Center Essen

University Duisburg-Essen

Example of an 82-year-old patient two days after successful TAVI
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Group 1 
Group 2 � CoreValve(n=10)
Group 3 � Surgical aortic valve 

replacement *

Group 1:  89 new DWI lesion in 19 of 22 patients (86%)
Group 2:  26 new DWI lesions in 8 of 10 patients (80%)
Group 3:  33 new DWI lesions in 10 of 21 patients (48%)

      Lesion size was significantly smaller in TAVI patients.

*  Knipp et al. Eur J Cardiothorac Surg 2005
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Diffusion-Weighted MRI Study



Aortic Atheroma: High Risk

268 of 3404 CABG patients (8%) had

atheroma (>/= 5 mm, or mobile)

defined by epi-aortic ultrasound1

15.3% of group had intra-operative stroke1

1Protruding aortic arch atheromas: risk of stroke during heart surgery with and without 
aortic arch endarterectomy.  Stern et al. American Heart Journal Oct. 1999.

High Risk for:•

- Intra-operative stroke 

- Multiple morbidity

- Prolonged hospital stay,

- Death resulting from heart  
surgery.1
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Claret – Dual Filter Protection 



Claret – Dual Filter Protection 



Claret with Edwards Delivery 
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Patient #1 88 year old female with Aortic stenosis

TAVI w/Medtronic CoreValve
Patient:  82 year old female with Aortic stenosis

TAVI w/Edwards - Sapien
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Claret Dual Filter Device

Handle 

Filters

Sheathed  Filters Deployed  Filters Sheathed  
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CT Rendering – Normal Anatomy



CT Rendering – Normal Anatomy
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CT Aortic Arch Fluoro Aortic 
Arch



CT Rendering – Complex Anatomy



CT Rendering – Complex Anatomy

15



SiegburgEssen

Claret - Complex Anatomy

CT Aortic Arch Fluoro Aortic Arch
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Clinical Data (latest)
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DIRECT (no guidewire) OTW 

Number of Patients 
Treated

5 3

Age Range 75-87 N/A

Female / Male 4 (80%) / 1 (20%) 0 (0%) / 3 (100%)

Logistic EuroSCORE 15-35 10-29

Valve Type
3 – Medtronic/CoreValve 
2 – Edwards Sapien

3 – Medtronic/CoreValve 
(100%)
0 – Edwards Sapien (0%)

Average Delivery and 
Deployment Time

19 minutes 9 minutes

Brachiocephalic Filter 
Placement Success

5/5 (100%) 3/3 (100%)

Left Carotid Filter 
Placement Success

3/5 (60%) 3/3 (100%)



Claret Dual Filter System  
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Carotid Filtration (embolic material captured •
and removed)

Right Radial/Brachial Access,  OTW (0.014”)•

6F Sheath•

140 Micron Pore Size•

(8) TAVI Clinical cases (Germany)•

CE Mark in process  (Approval target Q4 2010)•



Clinical Use: What we learned

System can be safely delivered via radial or brachial -
entry

Standard 6F introducer, over a 0.014 guidewire-

Embolic material was found in nearly all filters -
deployed

Claret catheter did NOT interfere with any valve -
delivery or retrieval  



Stroke Devices for TAVI Procedures

Helpful and needed to facilitate and 
improve the outcome for TAVI

Clinical Trials are needed to confirm the 
use of these devices and their utility 
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Thank you!


