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What are we 
talking 

about when 
we talk 

about BVS? 



 



Extensive pubblications 

 



 







 



Note: MACE is defined as the composite of cardiac death, MI, and ischemia-driven TLR 

Number at risk 
Time after index 
procedure (days) 0 37 194 393 
SPIRIT Pooled 482 475 462 435 

EXTEND 250 244 242 237 
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Absorb Extend First 250 patients 
SP123 XV patients with 2.5x18 or 3x18 or 3x28 

ABSORB EXTEND/SPIRIT MACE  
(Through 12 Months) 

Note:  The datasets are from different 
trials, and displayed for descriptive 
purposes only  



ABSORB BVS and XIENCE – Clinical Outcomes 
Through 12 Months 

Non-Hierarchical % (n) 
  

EXTEND/CoB* 
(N=551) 

SPIRIT Pooled* 
(N=879) 

p value 

Cardiac Death % (n)  0.2 (1) 0.6 (5) 0.42 
Myocardial Infarction % (n) 2.9 (16) 2.3 (20) 0.49 
   Q-wave MI  0.7 (4) 0.2 (2) 0.21 
   Non Q-wave MI  2.2 (12) 2.0 (18) 0.85 
Ischemia driven TLR % (n) 2.2 (12) 3.2 (28) 0.32 
   CABG 0.2 (1) 0.2 (2) 1.00 
   PCI  2.0 (11) 3.0 (26) 0.31 
Hierarchical MACE % (n)  4.7 (26) 5.3 (47) 0.62 
Scaffold Thrombosis (ARC Def/Prob)  % 
(n) 0.7 (4) 0.7 (6) 1.00 

Note:  The datasets are from different trials, and displayed for descriptive purposes only  

*Absorb BVS data are from ABSORB Cohort B Intent-to-Treat and ABSORB EXTEND All Subjects Registered (Subjects with 1-year follow-up 
based on the data from data cut off date of December 3, 2012). XIENCE data are from SPIRIT II and III studies (Intent-to-Treat population). 
 

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please 
check the regulatory status of the device in your geographical location before distribution. Information contained herein for 
presentation outside the U.S. and Japan only. AP2938281-OUS Rev. A 03/13 



The ABSORB Clinical Trial Program 
 2011  2012  2013  2014  2015  2016 

ABSORB RCT  
 n = ~2,200 

Enrollment & Follow-Up 

ABSORB Japan  
 n = ~375 

Enrollment & Follow-Up 2 Y 1 Y 

ABSORB China  
 n = ~500 

Enrollment & Follow-Up 2 Y 1 Y 

ABSORB II  
 n = ~330 

2 Y 3 Y 1 Y Enrollment & Follow-Up 

ABSORB FIRST*                                
n = 10,000 

Enrollment & Follow-Up 

ABSORB PHYSIOLOGY            
n = ~35 

2 Y 1 Y Enrollment & Follow-Up 

ABSORB Extend  
 n = up to 1,000 

2 Y 3 Y 1 Y Enrollment & Follow-Up 

ABSORB Cohort B  
 n = 101; FIM 

1 Y 2 Y 3 Y 4 Y 5 Y 

ABSORB Cohort A  
 n = 30; FIM 

5 Y 

2 Y 1 Y 

2 Y 1 Y 3 Y 

Total Pts Studied n=131 n~931 n~8,400 n~13,334 n~15,590 n~15,590 



MARCH 2006 

Unmet needs 

DES failure 



SPIRIT III: target lesion failure @5 years 

 





 

 



Etiology of DES events beyond 1 year 
Very Late Thrombosis and restenosis 

1. Uncovered stent struts (thrombosis) 

2. Persistent stimulation of SMCs, from adherent fibrin and/or 

loss of normal vessel curvature 

3. Abnormal shear stress form protruding struts and/or loss of 

cyclic strain relief (compliance mismatch) 

4. Chronic inflammation due to late foreign body reactions and 

polymer hypersensivity 

5. Positive remodeling with strut malapposition 

6. Strut fracture 

7. Neoatherosclerosis 



When I wanted to…… 



April 2007 

58y, Male, Acute Coronary Syndrome 

2005 SES on LAD and RCA  



2005 SES on LAD and RCA  





July 2008 37y, type 1 diabetes (Diabetic neuropathy, 
nephropathy and retinopathy) 
Dyspnea on exertion 
Myocardial SPECT: antero-lateral and inferior ischemia 





Crush stent SES 3/3 









June 2009, 73y 

2007 STEMI>>SES LAD  







OR  6.51,  

CI 95% 1.34–34.91 

p = 0.02 





May 2010 

68y, female, Unstable angina 



DES 4/16 



Int J Cardiovasc Imaging Nov 2011 



November 2011 
48y, hypertension 
Anterolateral STEMI 



MAVERICK 2 X 15 DES 2,5 X 15 
DES 2,75 X 9 

November 2011 
48y, hypertension 
Anterolateral STEMI 







 



 



BMS/DES  

4/30, 4/30, 4/18, 
3/22, 2,5/22, 

2,5/18  



 



December 2012, 48y, 
Acute Heart Failure 
Type 1 diabetes EF 38% 
Moderate mitral regurgitation 







 



 



MARCH 2006 

Unmet needs 

DES failure 

Bioresorbable vascular 
scaffold 



July 2013, 54y 
Familiar history of CAD, active smoker 
Effort angina 



ABSORB stent 2.5/28, 3/28, 3.5/28 



Stent implantation: technical aspects 

• Assessment vessel caliber with IVUS 
• Lesion predilation 
• Precise stent overlapping 
• Accurate planning of multiple stent overlap (no more  

than 0.5mm) 
• Bifurcation issue (off label): not aggressive: small 

caliber KB; low pressure KB (8 atm) 
• Avoid excessive postdilation (no more than 0.5 mm) 
• IVUS/OCT control 

 



Scaffold diameter (mm)  

2,5 3 3,5 

Sc
af

fo
ld

 
le

ng
ht

 (m
m

) 

12      -    -             + 
18      +              +             + 
28      +              +              +  









 

• Young patient 

• Long lesions 

• 3V disease 

• Ostial lesions (?) 

• Vulnerable plaque 

• STEMI 

• Non atherosclerotic lesion 

• Diabetic patients 

My next patients (?) 



THANKS FOR YOUR 
ATTENTION 
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