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Background - 1 

Prasugrel and ticagrelor were both associated with a significant 
reduction in the risk of MACE in patients undergoing PCI for an 
ACS, mostly through a reduction of stent thrombosis.  
The 1-year relative risk reduction (RRR) of definite of probable 
stent thrombosis in patients receiving a DES were fairly 
different in TRITON-TIMI 38 and PLATO trials 

1.  Wiviott SD et al. N Engl J Med. 2007;357:2001-2015 
2.  Cannon CP et al. Lancet. 2010;375:283-293 
3.  Steg PG et al. Circulation 2013;128:1055-65 
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during the course of the trial 
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Background - 2 

The incidence of DES thrombosis is largely variable according 
to different lesion settings. 
We aimed to focus at a direct comparison between newer 
P2Y12 inhibitors in a “worst-case” scenario 

4.  Valenti R et al. J Am Coll Cardiol. 2013;61:545-550 
5.  Zimarino M et al. JACC Cardiovasc Interv. 2013;6:687-695 

Overlapping DES after 
CTO recanalization 

Double DES for “true” 
Bifurcations 

Stent thrombosis 7.5% 
(3.0 – 57%) 

Stent thrombosis 2% 
(1 – 11%) 
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•  Descrip(ve	
  analysis	
  (registry)	
  of	
  the	
  real-­‐world	
  aLtude	
  
of	
  P2Y12	
  inhibitors	
  u5liza5on	
  in	
  PCI	
  of	
  coronary	
  
bifurca5on	
  in	
  the	
  period	
  2012-­‐14.	
  	
  

•  To	
  verify	
  the	
  transla(on	
  of	
  the	
  postulated	
  different	
  
reduc(on	
  in	
  the	
  risk	
  of	
  “biologically	
  ac(ve”	
  (DES	
  and	
  
BVS)	
  stent	
  thrombosis	
  among	
  various	
  P2Y12	
  inhibitors	
  
(prasugrel	
  and	
  5cagrelor	
  as	
  compared	
  with	
  clopidogrel)	
  
in	
  the	
  treatment	
  of	
  a	
  coronary	
  bifurca5on.	
  

•  Primary	
  endpoint:	
  1	
  year-­‐Death/MI/Stent	
  thrombosis	
  
	
  

Aim of the Study 
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•  Assuming	
  a	
  10%	
  rate	
  of	
  MACE	
  at	
  1-­‐year	
  	
  
•  An	
   overall	
   sample	
   size	
   of	
   1,422	
   pa(ents	
   in	
   each	
  
group	
  would	
  allow	
  to	
  detect	
  a	
   reduc(on	
  of	
  30%	
   in	
  
the	
  occurrence	
  of	
   the	
  combined	
  primary	
  end-­‐point	
  
among	
  pa5ents	
  receiving	
  the	
  newer	
  P2Y12	
  inhibitors	
  
as	
  compared	
  to	
  clopidogrel.	
  	
  

•  By	
   es5ma5ng	
   a	
   10%	
   drop-­‐off	
   rate	
   for	
   incomplete	
  
data,	
  data	
  on	
  1,575	
  pa5ents	
  will	
  have	
  to	
  be	
  grouped	
  
in	
   each	
   arm	
   and	
   therefore	
   a	
   total	
   of	
   3,150-­‐4,725	
  
pa5ents	
  will	
  have	
  to	
  be	
  screened	
  in	
  the	
  study.	
  

Statistical Analysis 
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India	
  

Japan	
  

Korea	
  
	
  

USA	
  

Participating Centers 
2012-­‐13	
  data	
  collected	
  

Brasil	
  

Amat	
   	
  Valladolid 	
  441	
  
Briguori	
   	
  Naples 	
  957*	
  
Gamra	
   	
  Monas5r 	
  26	
  
Gil 	
  Varsaw 	
  445	
  
Kanic 	
  Maribor 	
  45	
  
Kedev 	
  Skopje 	
  236	
  
Strozzi 	
  Zagreb 	
  41	
  
Tesorio	
  	
  Mercogliano 	
  37	
  
Zimarino 	
  Chie5 	
  68	
  
Cirillo 	
  Naples 	
  38	
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Clinical Characteristics 

Center	
  # 1 6 20 21 27 28 43 45 49 50 Overall
n= 441 957 26 445 45 236 41 37 76 38 2.334
% 19% 41% 1% 19% 2% 10% 2% 2% 3% 2% 100%

Age	
  (mean,	
  y) 69 66 63 73 64 71 64 67
Diabetes	
  (n) 156 384 21 153 9 105 13 19 25 6 891

(%) (35%) (40%) (81%) (34%) (20%) (44%) (32%) (51%) (33%) (16%) (38%)
ACS	
  (n) 123 256 16 73 31 160 17 6 50 33 765

(%) (28%) (27%) (62%) (16%) (69%) (68%) (41%) (16%) (66%) (87%) (33%)
-­‐	
  STEMI 83 56 0 0 11 89 2 1 30 9 281
-­‐	
  NSTE-­‐ACS 40 200 16 73 20 71 15 5 20 24 484
P2Y12	
  inhib	
  (%) 100% 100% 100% 100% 98% 100% 100% 100% 97% 71% 100%
-­‐	
  Clopidogrel	
  (n) 433 891 24 445 14 230 41 27 41 11 2157
-­‐	
  Prasugrel	
  (n) 6 12 2 0 22 6 0 1 28 7 84
-­‐	
  Ticagrelor	
  (n) 1 54 0 0 8 0 0 9 5 9 86
Triple	
  Tx	
  (n) 6 8 0 16 1 0 2 0 1 0 34

(1,4%) (0,8%) (3,6%) (2,2%) (4,9%) (1,3%) (1,5%)
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Center	
  # 1 6 20 21 27 28 43 45 49 50 Overall
n= 441 957 26 445 45 236 41 37 68 38 2.334
% 19% 41% 1% 19% 2% 10% 2% 2% 3% 2% 100%

Medina	
  True 302 506 14 281 19 163 16 20 37 36 1394
(68%) (53%) (54%) (63%) (42%) (69%) (39%) (54%) (54%) (95%) (60%)

Double	
  Stent 321 63 0 37 6 5 6 3 15 14 470
(73%) (7%) (8%) (13%) (2%) (15%) (8%) (22%) (37%) (20%)

Dedicated 16 194 0 222 7 2 0 0 0 0 441
(4%) (20%) (50%) (16%) (1%) (19%)

IVUS/OCT 13 22 0 4 0 1 3 43
(3%) (2%) (9%) (2%) (4%) (2%)

FFR 0 6 0 2 0 0 3 11
(0%) (1%) (4%) (4%) (0,47%)

Multivessel 110 378 17 272 36 151 35 17 37 14 1067
(25%) (39%) (65%) (61%) (80%) (64%) (85%) (46%) (54%) (37%) (46%)

Complete	
  Rev 57 184 15 272 34 5 17 16 28 8 636
(52%) (49%) (88%) (100%) (94%) (3%) (49%) (94%) (76%) (57%) (60%)

Procedural Characteristics 
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Center	
  # 1 6 20 21 27 28 43 45 49 50 Overall

n= 441 957 26 445 45 236 41 37 68 38 2.334
% 19% 41% 1% 19% 2% 10% 2% 2% 3% 2% 100%

In-­‐Hp	
  Death 1 3 0 0 1 7 1 0 1 0 14
(0,23%) (0,31%) (2,22%) (2,97%) (2,44%) (1,47%) (0,60%)

In-­‐Hp	
  ST 4 15 0 0 0 4 0 0 0 0 23
(0,91%) (1,57%) (1,69%) (0,99%)

1-­‐yr	
  Fup 436 579 25 445 44 228 39 33 47 25 1901
(99%) (61%) (96%) (100%) (100%) (100%) (98%) (89%) (70%) (66%) (82%)

>1-­‐yr	
  DAPT 26 388 6 445 20 228 12 25 17 3 1170
(6%) (67%) (24%) (100%) (45%) (100%) (31%) (76%) (36%) (12%) (62%)

Primary	
  EP 16 31 1 23 8 21 1 2 10 1 114
(4%) (5%) (4%) (5%) (18%) (9%) (3%) (6%) (21%) (4%) (6%)

1-­‐yr	
  Death 10 20 0 7 3 5 1 2 6 1 55
(2,29%) (3,45%) (1,57%) (6,82%) (2,19%) (2,56%) (6,06%) (12,77%) (2,89%)

1-­‐yr	
  NonF	
  MI 3 11 1 11 5 9 0 0 4 0 44
(0,69%) (1,90%) (4%) (2%) (11%) (4%) (9%) (2%)

1-­‐yr	
  ST 3 0 0 5 0 7 0 0 0 0 15
(0,69%) (1,12%) (3,07%) (0,79%)

In-hospital and 1-yr Outcomes 
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Poten(al	
  spin-­‐offs	
  from	
  

P2BiTO	
  registry	
  

Having	
  a	
  common	
  database	
  on	
  bifurca5ons	
  will	
  be	
  a	
  
valuable	
  asset	
  for	
  all	
  partecipa5ng	
  centers.	
  
This	
  database	
  will	
  poten5ally	
  serve	
  for	
  several	
  
dedicated	
  subprojects	
  aiming	
  at	
  studying:	
  
1.  The	
  role	
  of	
  imaging	
  (OCT,	
  IVUS,	
  FFR,	
  NIRS…)	
  
2.  Pa5ent	
  subsets	
  (Diabe5cs,	
  NSTE-­‐ACS,	
  CKD)	
  
3.  Procedural	
  complica5ons	
  (type	
  4a	
  MI,	
  AKD)	
  
4.  Triple	
  therapy	
  
5.  and	
  more…	
  

	
  


