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Enrollment	
  Centers	
  and	
  Inclusion	
  Numbers	
  

Mul*-­‐Center	
  interna*onal	
  trial	
  
at	
  11	
  sites	
  in	
  6	
  countries	
  recruited	
  

between	
  September	
  2009	
  and	
  January	
  2011	
  





1161	
  Pa*ents	
  with	
  STEMI	
  

11	
  lost	
  to	
  follow-­‐up	
  
5	
  refused	
  follow-­‐up	
  

	
  

566	
  pa*ents	
  followed-­‐up	
  	
  
at	
  1	
  year	
  (97.2%)	
  

11	
  lost	
  to	
  follow-­‐up	
  
4	
  refused	
  follow-­‐up	
  

560	
  pa*ents	
  followed-­‐up	
  	
  
at	
  1	
  year	
  (97.4%)	
  

4	
  pts	
  provided	
  preliminary	
  but	
  
refused	
  definite	
  consent	
  

	
  	
  	
  	
  	
  	
  
	
  

	
  

Bare-­‐metal	
  stent	
  (BMS)	
  
582	
  Pa*ents	
  with	
  649	
  lesions	
  

	
  	
  

	
  

Biolimus-­‐elu*ng	
  stent	
  (BES)	
  
575	
  Pa*ents	
  with	
  633	
  lesions	
  

1:1	
  randomiza@on	
  

Pa$ent	
  Flow	
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  Endpoint	
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Clinical	
  outcomes	
  were	
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  an	
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  and	
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2nd	
  Endpoint	
  –	
  Cardiac	
  Death	
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2nd	
  Endpoint	
  –	
  ID-­‐TLR	
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Conclusion	
  

	
  
The	
  use	
  of	
  stents	
  elu@ng	
  biolimus	
  from	
  a	
  
biodegradable	
  polymer	
  is	
  more	
  effec@ve	
  	
  
and	
  safe	
  than	
  bare	
  metal	
  stents	
  in	
  STEMI	
  

pa@ents	
  undergoing	
  primary	
  PCI	
  at	
  one	
  year.	
  
	
  



STEMI	
  subgroup	
  analysis	
  



 
 

LEADERS 4 years 

STEMI subgroup analysis 



Overall 160/857 192/850 0.81 (0.66 to 1.00) 0.05 
Diabetes mellitus ns 

Yes  65/223 56/191 1.00 (0.70 to 1.44) 0.98 
No 94 /634 136/659 0.70 (0.54 to 0.91) 0.007 

ACS ns 

Yes  82/470 106/473 0.76 (0.57 to 1.01) 0.06 
No 77/387 86/377 0.86 (0.63 to 1.17) 0.34 

ST elevation MI 0.043 
Yes  15/135 32/140 0.45 (0.24 to 0.83) 0.009 
No 144/722 160/710 0.88 (0.70 to 1.10) 0.26 

Left anterior descending ns 
Yes  73/407 85/417 0.86 (0.63 to 1.18) 0.36 
No 86/449 107/431 0.76 (0.57 to 1.01) 0.06 

Multivessel disease ns 
Yes  44/209 48/176 0.75 (0.49 to 1.13) 0.16 
No 115/648 144/674 0.82 (0.64 to 1.05) 0.11 

Off label use ns 
Yes  139/696 165/665 0.79 (0.63 to 0.99) 0.037 
No 20/160 27/183 0.84 (0.47 to 1.51) 0.56 

De-novo lesions ns 
Yes  138/788 165/774 0.81 (0.64 to 1.01) 0.07 
No 21/68 27/74 0.82 (0.46 to 1.45) 0.49 

Small-vessel disease ns 
Yes  119/585 131/568 0.88 (0.68 to 1.12) 0.30 
No 40/271 61/280 0.65 (0.44 to 0.97) 0.033 

Long lesions ns 
Yes  53/262 63/225 0.70 (0.49 to 1.01) 0.06 
No 106/594 129/623 0.85 (0.65 to 1.10) 0.21 

BES SES RR (95%CI) P* 
P for 

interaction 

* P values for superiority 
Stefanini G. et al., The Lancet, 2011 
Ischinger et al., oral presentation, TCT 2011 
 
  

Stratified Analysis of MACE @ 4 Years 
Favors BES Favors SES 

.25 .5 1 2 4 



LEADERS-STEMI subgroup 
MACE (cardiac death, MI, ci-TVR) 
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P=0.0063*  
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0.451  (0.244 -0.834) 

P=0.011*  
	
  

1-year HR 
0.401 (0.185 -0.871) 

P=0.021*  
	
  

6.8% 
8.3% 

9.9% 11.5% 

15.9% 

19.6% 
22.6% 

23.4% 

Δ 9.1 
Δ 11.3 

Δ 12.7 Δ 11.9 

Numbers 
at risk 

BES 135 122 121 119 118 116 114 113 111 

SES 140 116 115 112 108 107 103 103 102 

Windecker S., oral presentation, EuroPCR 2011 
* p-values for superiority 



LEADERS-STEMI subgroup 
Cardiac death 
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4-year HR 
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P=0.0279*  
	
  

1-year HR 
0.226  (0.049 -1.046) 

P=0.0571* 
	
  

1.5% 
2.3% 3.1% 3.1% 

6.5% 
8.7% 9.5% 10.2% 

Δ 5.0 
Δ 6.4 Δ 6.4 Δ 7.1 

Numbers 
at risk 

BES 135 128 128 127 126 124 122 122 121 

SES 140 128 128 126 123 122 120 120 119 

* p-values for superiority 



LEADERS- STEMI subgroup 
Myocardial infarction (MI) 
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LEADERS- STEMI subgroup 
clinically-indicated TVR 

Numbers 
at risk 
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LEADERS – STEMI subgroup 
Definite Stent thrombosis (ARC) 
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  1/	
  	
  Maillage	
  externe	
  
+++	
  

	
  
(PET	
  /	
  20	
  microns).	
  

	
  	
  

	
  	
  	
  2/	
  	
  Avantages	
  :	
  
-­‐	
  réduction	
  des	
  embolies	
  distales.	
  
-­‐	
  MACE	
  	
  à	
  6	
  mois 	
  	
  1.7	
  	
  %	
  	
  	
  	
  	
  	
  	
  	
  (STEMI)	
  
-­‐	
  MACE	
  à	
  30	
  j 	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  3.3	
  %	
  	
  	
  	
  	
  	
  	
  (PAC)	
  

NOUVEAUTES TECHNIQUES (STENTS ET IDM)	



♦	
  	
  MGUARD	
  Prime	
  (Co-­‐Cr	
  –	
  80	
  microns)	
  



	
  	
  	
  	
  	
  *	
  	
  Indications	
  :	
  
-­‐	
  SCA	
  ST	
  ⊕	
  
-­‐	
  SCA	
  avec	
  thrombus	
  visible	
  
-­‐	
  PAC	
  

♦	
  	
  MGUARD	
  Prime	
  

NOUVEAUTES TECHNIQUES (STENTS ET IDM)	







♦	
  	
  INFUSE	
  AMI.	
  
	
  	
  	
  	
  	
  	
  	
  *	
  500	
  patients	
  	
   ReoPro	
  	
   Aspiration	
  

	
  	
  	
  	
  	
  	
  	
  *	
  IDM	
  antérieurs	
  arrivés	
  tôt	
  	
   Gregg	
  Stone	
   Mike	
  Gibson	
  

	
  1/	
  ReoPro	
  IC	
  in	
  situ	
  +++	
  
	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  -­‐	
  réduction	
  de	
  la	
  taille	
  de	
  l’IDM	
  (IRM	
  /	
  mesure	
  à	
  1	
  
mois)	
  
	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  -­‐	
  Flux	
  /	
  Blush	
  /	
  réduction	
  ST	
   	
  pas	
  d’	
  effet.	
  
	
  

	
  2/	
  Thrombo-­‐aspiration	
  (Persistance	
  de	
  points	
  
d’interrogation)	
  
	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  -­‐	
  Pas	
  d’effet	
  sur	
  la	
  taille	
  de	
  l’IDM.	
  

FUTUR (STENTS ET IDM)	





♦	
  	
  BMS	
  
-­‐	
  toujours	
  très	
  employés	
  
-­‐	
  surtout	
  chez	
  les	
  sujets	
  âgés	
  	
  
-­‐	
  cicatrisation	
  plus	
  rapide.	
  

FUTUR (STENTS ET IDM)	



	
  	
  

♦	
  	
  DES	
  

-­‐	
  augmentation	
  de	
  leur	
  usage	
  
-­‐	
  réduction	
  des	
  TVR	
  
-­‐	
  très	
  recommandé	
  chez	
  :	
  
	
  	
  	
  	
  	
  	
  	
  *	
  les	
  jeunes	
  
	
  	
  	
  	
  	
  	
  	
  *	
  les	
  diabétiques	
  (surtout	
  ID)	
  	
  	
  	
  	
  	
  	
  	
  	
  


