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SYNOPSIS

Study title

veRy thin stents for patients with left mAln or bifurcatioN in

real life: the RAIN a multicenter study.

Study population:

Consecutive patients treated with very thin stents on ULM
and bifurcation

Rational for
performing the
study

For permanent coronary stents, reduction of thickness of
struts have become one of the most important innovation,
being related to easier manipulation, reduced risk of stent

thrombosis and low rate of revascularization.

The largest randomized controlled trial on this topic, the
BIORESORT have shown promising results, with about 2%
of revascularization at one year and less than 0.5% of stent

thrombosis (1).

Despite this, due to the randomized design of the study, less
than 30% of the enrolled patients were treated with
bifurcation and less than 2% with unprotected left main
(ULM) consequently without enough power to detect potential
significant difference for these lesions, which are strongly

related to prognosis (2,3).

Consequently we performed a multicenter registry enrolling
all consecutive patients treated with very thin stents for ULM

or bifurcation.

Study Endpoints:

MACE (a composite end point of death, myocardial
infarction,target  lesion  revascularization and  stent

thrombosis) will be the primary end point, while its single
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components will be the secondary ones.

Follow up

At least 6 months

Sample size

calculation

The BIO-RESORT (1) reported an incidence of TLR of 2% at
one year. According to the work of Peduzzi et al (4), at least
1000 patients are needed to test impact of diabetes mellitus,
kind of polymer (permanent vs biodebradable) and strategy

of bifurcation as independent predictors of TLR.

Inclusion criteria:

- all clinical presentation
- ULM stenosis

- bifurcation stenosis

- treated with:

. biomatrix alfa

. Xience alpine

. ultimaster

. resolute onyx

. synergy
. promus
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