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PARADIGM-Extend =  Prospective evaluation of All-comer peRcutaneous cArotiD revascularization 
in symptomatic and Increased-stroke-risk asymptomatic carotid artery stenosis using CGuard™ 

Micronet-covered embolic prevention stent system – clinical trial multi-centre extension 



Nitinol frame open-cell area ≈  21 mm 

MicroNet  closed-cell  area    ≈  0.3mm  

 

carotid-dedicated design 
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CGuard EPS  90 days/pig 

InspireMD data / by permission      



CGuard EPS    30 & 90 days / pig 

BMS = non mesh-covered CGuard nitynol frame; InspireMD data  / used with permission 



Musialek  &  Stabile 
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Tomyuki Umemoto et al. 
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Prospective evaluation of All-comer  
peRcutaneous cArotiD revascularization in sympto-

matic and Increased-risk asymptomatic carotid artery 
stenosis using the CGuard™ Micronet-covered  

embolic prevention stent system  

The PARADIGM Study 





PARADIGM 

P. Musialek, A. Mazurek et al. EuroIntervention 2016;12:e658-70   
          (PARADIGM  design and 30-day outcome data) 





P Musialek @ VEITH 2016  

Symptomatic – 54.5%  



continues as an ALL-Comer Multi-Centre Study 
PARADIGM – Extend 

No  exclusion criteria 
other than absence of carotid stenosis 
that requires revascularization by NVT 
recommendation   
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continues as an ALL-Comer Multi-Centre Study 
PARADIGM – Extend 

Normal healing  

No abnormal ISR signal 

By 60 months 

(Per-vessel ISR 0.92% - 4/436; DEB-PTA) 

No  Stent  Thrombosis 



NORMAL  healing 
*Aortic stenosis progression to severe AS  

Optimal  endovascular  reconstruction 

22 months 

CGuard:  Long-Term Angiography 

78 yo man, symptomatic LICA 

* 22 months * 

CGuard 9.0x40mm 
Post-dil 5.0/24atm 



CGuard:  Long-Term Angiography 

46 yo man, asymptomatic  RICA  
(progressive plus increased-stroke-risk morphology) 

THR 

RCCA 

RICA 

NORMAL  healing 
*PAD symptomatic progression  

Optimal  endovascular  reconstruction 

24 months * 

CGuard 8.0x30mm 
Post-dil 5.0/20atm 



26 months 

NORMAL  healing 

* 

*CAD symptomatic progression  

Optimal  endovascular  reconstruction 

CGuard:  Long-Term Angiography 

54 yo woman, symptomatic RICA 
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RICA 31mo LICA  progression 



continues as an ALL-Comer Multi-Centre Study 
PARADIGM – Extend 



 –EXTEND 
@ 60 months 

Favourable  Cerebral  Outcome 

s u s t a i n e d 
 stroke prevention 



Endovascular Solution for All-Comers 

Endovascular   Reconstruction  of  the  Carotid  Bifurcation 

Note 
self-tapering 

Prevention of embolism,  High radial force,   Conformability 



Human 3D OCT, symptomatic lesion 













P. Musialek,  A. Mazurek, M. Trystuła, A. Borratynska, T. Tomaszewski,  A. Lesniak-Sobelga, M. Brozda, U. Gancarczyk, A. Klecha, ST. Kowalczyk,  

E. Sobieraj, N. Dluzniewska, M. Urbanczyk, P. Banys, J. Miszczuk, P. Judzialo, G. Stankiewicz, T. Drazkiewicz, P. Podolec  
 

Jagiellonian University Dept. of Cardiac & Vascular Diseases 
John Paul II Hospital, Kraków, Poland 

& Collaborating  Vascular Centres 

Accumulating long-term evidence for microNET-covered 
stent safety, efficacy and durability in primary and 

secondary stroke prevention:  

Supported  K/ZDS/007819 (Jagiellonian University Medical College) 

5-year data from the PARADIGM-Extend prospective academic trial 


