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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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* taking into account stents either 
previously implanted or  inserted 
during the course of the trial

P=0.017
RRR
25%



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%)



• Descriptive	analysis	(registry)	of	the	real-world	attitude	
of	P2Y12	inhibitors	utilization	in	PCI	of	coronary	
bifurcation	in	the	period	2012-14.	

• To	verify	the	translation	of	the	postulated	different	
reduction	in	the	risk	of	“biologically	active”	(DES	and	
BVS)	stent	thrombosis	among	various	P2Y12	inhibitors
(prasugrel and	ticagrelor as	compared	with	clopidogrel)	
in	the	treatment	of	a	coronary	bifurcation.

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

Aim of the Study



• Assuming a 10% rate of MACE at 1-year
• An overall sample size of 1,422 patients in each
group would allow to detect a reduction of 30% in
the occurrence of the combined primary end-point
among patients receiving the newer P2Y12 inhibitors
as compared to clopidogrel.

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

Statistical Analysis
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Participating Centers
2012-14	data	collected – update	8/24/2016
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Clinical and	procedural variables
N	=	3,868 %

Age	(ys) 65,5	± 7,1	

Sex	(M) 2,785 72%

ACS
- STEMI
- NSTEMI
- UA

1,894
496
851
547

49%

Stent
- DES
- BVS
- BMS

5,209
4,351
115
743

1.35	stent /	pt

Medina	«true» 1,707 53%

Follow-up	(n) 3,222 84%

Median Follow-up (months) 16 (IQR	12-28)
Zimarino	M,	on	behalf of	P2BiTO	investigators; Eur Heart J	2016;	37	(supp):	676
Amat-Santos	I,	on	behalf of	P2BiTO	investigators;	Eur Heart J	2016;	37	(supp):	678



Primary outcomes

N	=	3,868 %
MACE 253	 6.5	%
- Death
- MI
- Stent	thrombosis

141
125
52

3.6	%
3.2	%
1.3	%

Zimarino	M,	on	behalf of	P2BiTO	investigators; Eur Heart J	2016;	37	(supp):	676
Amat-Santos	I,	on	behalf of	P2BiTO	investigators;	Eur Heart J	2016;	37	(supp):	678



Time	(months)
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MACE	
(%)

ACS	– Medina	«true» n=	1,083	(28%)
ACS	– Medina	«non-true» n=				731	(19%)
SCAD	– Medina	«true» n=				962	(25%)
SCAD	– Medina	«non	true» n=	1,092	(29%)

10

6.9%

9.1%
8.6%

6.8%

P=NS

Log-rank
comparisons

P=NS

P<0.05

Kaplan-Meier	curves of	MACE	as stratified for	
clinical presentation and	Medina	classification.

0 10 20 30

Zimarino	M,	on	behalf of	P2BiTO	investigators; Eur Heart J	2016;	37	(supp):	676



MACE	
(%)

Time	(months)
0

0

5

10

20

10 20 30

Log-rank
comparisons

15
P<0.01

P=	NS
8.5%

7.0%

Single	stenting
Double	stenting
Bailout stenting

18.6%

Kaplan-Meier	curves of	MACE	as stratified for	stenting strategy

Amat-Santos	I,	on	behalf of	P2BiTO	investigators;	Eur Heart J	2016;	37	(supp):	678



MACE	according to	stent strategy
Follow-up	outcome n

(%)
MACE
N	(%)

P

Single stent
- Final kissing

2502	(77)
954	(38)

176	(7.0) NS	vs	Double
<0.01	vs	Bailout

Double stent
- T-stent
- TAP	
- Crush	(+	mini)
- Culotte
- V-stent
- SKS
- trousers+legs;
- Other
- Not	specified

570	(18)
116	(20)
64	(12)
17	(3)
47	(8)
10	(2)
1	(0.1)
0	(0)
27	(5)
282	(50)

49	(8.5) NS	vs	Single
<0.01 vs	Bailout

Bailout stent 150	(5) 28	(18.6)

Amat-Santos	I,	on	behalf of	P2BiTO	investigators;	Eur Heart J	2016;	37	(supp):	678



Conclusions – the	P2BiTO
• Currently available largest descriptive analysis of
the real-world attitude in the management of
patients with PCI and “active stents” in coronary
bifurcation.

• As expected, the rate of MACE was higher in
patients suffering from ACS as compared with
stable CAD, regardless of bifurcation complexity.

• Bailout stenting is associated with an
unacceptable higher risk of both in-hospital and
1-year adverse outcomes.





P2BiTO	– the	prospective	registry

www.p2bito.org

Open	to	enrollment	from	January	1st,	2017


