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  Safety of DES Highlighted at ESC 2006   

    



‘Mandatory DAPT for 1yr’ strategy  

 It was not based on prospective RCTs.  

 

 It did not reflect the results of newer-generation DES 

with thinner struts and more biocompatible polymer.  

 

 Definitions of stent thrombosis that have been used 

in clinical trials of drug-eluting stents have been 

restrictive and have not been used in a uniform 

manner. 

 



DESs, are they really vulnerable to stent 

thrombosis compared to BMS?   



ST set by ARC definition were not different 
between DES vs. BMS  

Mauri L, et al. N Eng J Med 2007 



Long-term safety and efficacy of DES vs. BMS in Sweden   

James SK, et al. N Eng J Med 2009 

*Included stents :  

 Cypher, TAXUS, Endeavor 



CoCr-EES vs. BMS 

Palmerini T, et al. Lancet. 2012  



1st generation vs. newer DESs  



Comparison between 1st generation vs. newer DESs   

Joner M, et al. J Am Coll Cardiol. 2008 

Scanning Electron Micrographs of 14-day 



Very late ST of EES compared with 1st gen. DESs: 
Meta-analysis  

Raber  L, et al. Circulation. 2012  



Definite or probable ST   

Raber L, et al. Circulation. 2012  

Cumulative incidence of  

definite ST up to 4 years   

Landmark analysis at 30 days 

Landmark analysis at 1 year 



Stent thrombosis with DES and BMS 
: Evidence from a comprehensive network meta-analysis  

Palmerini T, et al. Lancet. 2012  



Definite or probable ST  

Palmerini T, et al. Lancet. 2012  



Biodegradable-polymer DES vs. BMS vs. durable-
polymer DES : network meta-analysis  

Kang SH, et al. Eur Heart J. 2014 



Kang SH, et al. Eur Heart J. 2014 

Definite or probable ST with reference to BMS  



Kang SH, et al. Eur Heart J. 2014 

Comparison b/w CoCr-EES vs. BP-BES  



Do we really have to maintain long-term DAPT 

in patients with DES?   



ZEST-LATE & REAL-LATE  

* Included Stents  

: SES/ PES/ ZES  

* Park SJ, et al.  

N Eng J Med 2010 



EXCELLENT  

Gwon HC, et al. Circulation  2012 

EES: SES (2:1) 



PRODIGY: Study flow     

Valgimigli M, et al. Circulation. 2012;125:2015-26 



PRODIGY     

Valgimigli M, et al. Circulation.2012 

Primary Endpoint  Any Cause of Death 

Stent Thrombosis 

(Definite/ Probable)  

Bleeding Events  



Meta-analysis :  
EXCELLENT,PROGIDY,REAL/ZEST-LATE & RESET        

 Extended (16.8 mo) vs. Control (6.2 mo) DAPT groups 

 Endpoints  

 Primary : all-cause death  

 Secondary : MI, ST, CVA, TIMI major bleedings   

S. Cassese et al., Eur Heart J. 2012 



Meta-analysis :  
EXCELLENT,PROGIDY,REAL/ZEST-LATE & RESET        

S. Cassese et al., Eur Heart J. 2012 



ISAR-SAFE        

 Previous trials were not powered for ischemic endpoints, were 

open-label and the time from stenting to randomization varied.  

 

 Study design of ISAR-SAFE  (n=6,000) 

 

 

 

 

 

 Primary endpoint : composite of death, MI, ST, stroke, or major bleeding  



ISAR-SAFE : Results (AHA 2014)        

 Terminated early due to a lower than-expected event rate.  

 12 mo. (n=2007) vs. 6 mo. (n=1997)  

 The results met the prespecified criteria for non-inferiority (p<0.001) 

 

 

 

 

 

 The results are aligned with those of several prior studies, and DAPT 

interruption at 6 mo may be possible.  

 



2014 ESC/EACTS Guidelines on myocardial revascularization   

 SCAD  

 DAPT for 6mo after DES  asprin (IB) 

 DAPT for 1mo after BMS  aspirin (IA) 

 Shorter DAPT duration (<6mo) may be considered after DES 
in patients with high risk bleeding risk (IIbA)     

 

 NSTE-ACS 

 DAPT (ticagrelor, prasugrel > clopidogrel) over 12mo unless 
there are contraindications such as excessive bleeding (IA)  

 

 STEMI   
 DAPT (ticagrelor, prasugrel > clopidogrel) over 12mo unless 

there are contraindications such as excessive bleeding (IA)  

 Reference : PCI-CURE, TRITON-TIMI38, PLATO  



Problems of ‘>12mo DAPT’ recommendation in ACS  

 PCI-CURE did not reflect contemporary PCI.  

 

 TRITON & PLATO trial  

 >12months use : no enough data yet  

 

 Clinical predictors of ischemic and bleeding complications are 

largely overlapped.   

 Women, CKD, old age, leukocytosis, anemia, Killip class etc..   

 Bleeding complications are not negligible and  they have long-term 

adverse effects on patient’s prognosis.  



Conclusion    

 ≤ 6 months DAPT is reasonable in SCAD patients with 

newer-generation DESs, especially CoCr-EES.  

 

 Routine 12 months’ DAPT strategy in ACS patients 

should be confirmed.   

 

 Weighing balance b/w ischemia vs. bleeding is 

required.    


