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Comparison of total number of particles captured by FLOWer and by 
Sentinel. (26 FLOWer® and 100 Sentinel filters analyzed by CVPath 
Institute Inc (Gaithersburg, MD, USA) 

Distribution of particle 
dimensions captured 
by FLOWer® 

• >2000µm 
• 1000-2000µm 
• 500-l000µm 
• 150-S00µm 
• <lS0µm 

25.6% 

In a subset of patients, angiographic assessments were carried out by 
Dr. Alexandra Lansky (Yale University, USA) and shown an excellent 
FLOWer® positioning, stability and wall apposition 

¥ MACCE rate �30 days

FLOWer® 
Nautilus Study 

N=66 

Control arm - Sentinel 
studies pooling 

N=l94 

MACCE rate (all 
death, all stroke, AKI} 
@30 days shows 
statistical significance 
(p=0.032) against the 
rate of the 
unprotected control 
arm of pooled 
Sentinel studies 
(CLEAN TAVI, 
MISTRAL-C and 
SENTINEL IDE) 

0 Stroke Rate at 72 hours after TAVI 
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Occurrence of 
disabling and not 
disabling strokes at 
72 hours in FLOWer® 
protected 
population of 
Nautilus study 
compared to data 
from PROTECTED 
TAVI study (Sentinel 
device 

e Stroke not disabling 

� Stroke disabling 

• Total volume of New Brain Lesions

FLOWer® 
PP Censored (n=48) 

MEDIAN 

336.5 
mm

3 

-40% 
reduction 

p=0.027 

Unprotected Arm 
(Pooled Sentinel trials data) 

Reference value 

(OPC) 

562.4 
mm

3 

Total new brain lesions volume in FLOWer® protected censored 
population in Nautilus study showed statistical significance (p= 0.027) 
against the selected Objective Performance Criteria (OPC). 

Sources 
(I) FLOWer - The Complete Embolic Protection Device - Nautilus Study. 
EuroPCR 2023 
(2) FLOWer Instruction for Use 


