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Immediate and short term performance of a novel, sirolimus-coated 
balloon for coronary applications. The FAtebenefratelli SIrolimus

COated balloon (FASICO) registry

-all-comer retrospective registry of the first consecutive SCB 

patients (April -September 2016) at the first european centre

that had the device available for human use;

-at least 3 months of follow up;

-we investigated the immediate technical and clinical 

performance of this device;

-the occurence of MACE at short term.

B Cortese et al, Cardiovasc Revasc Med ‘17



Immediate and short term performance of a novel, sirolimus-coated 
balloon for coronary applications. The FAtebenefratelli SIrolimus

COated balloon (FASICO) registry

Patients 32
Lesions 34
Age, mean [SD] 68.56 [±9,45]
Male gender, % 11
Diabetes mellitus, % 38
ACS, % 32
ISR, % 47
ISR and failure of PCB 31

B Cortese et al, Cardiovasc Revasc Med ‘17



Immediate and short term performance of a novel, sirolimus-coated 
balloon for coronary applications. The FAtebenefratelli SIrolimus

COated balloon (FASICO) registry

Lesion length, mean, mm [SD] 18,16 [±9,24]

RVD, mean, mm [SD] 2,68 [±0,5]

Diameter stenosis, % [SD] 86,76 [±10,83]

SCB length, mean, mm (SD) 21.02 (4.7)

SCB diameter, mean, mm (SD) 2.6 (0.52)

Inflation time, mean, sec (SD) 50 (16.7)

Inflation pressure, mean, atm. (SD) 11.6 (4.73)

Minimal lumen diameter pre, mean, mm (SD) 0.39 (0.08)

Minimal lumen diameter post, mean, mm (SD) 2.20 (0.44)

DES use after DCB, n [%] 2 [6]

Hybrid appr SCB+DES on the same vessel, n (%) 9 (26.5)

Hybrid appr SCB+stent on another vessel (same PCI), n (%) 5 (14.7)

B Cortese et al, Cardiovasc Revasc Med ‘17



Immediate and short term performance of a novel, sirolimus-coated 
balloon for coronary applications. The FAtebenefratelli SIrolimus

COated balloon (FASICO) registry

Procedural success, n 32
In-hospital events, n 0
MACE (6 mo.), n 3
MI, n 0
TLR, n 3



To observe and evaluate the performance of a Sirolimus-eluting

Drug-Coated Balloon (SCB) for the treatment of any type of

coronary lesions, including native vessel disease and in-stent

restenosis.

•Prospective, multicenter, spontaneous clinical registry

•Consecutive enrollment

•real world, all comers patients

•1000 patients at 20-30 european sites.

The EASTBOURNE Registry
thE All-comers Sirolimus-coaTed BallOon eURopeaN rEgistry
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Study flow-chart

Index procedure

30 days clinical follow-up

6 months clinical follow-up

12 months clinical follow-up

24 months clinical follow-up



Study endpoints

Primary endpoint: 

 Target lesion revascularization (TLR) at 12 months

Secondary endpoints: 

 angiographic success (<50% final stenosis)

 procedural success (angio success + no in-hospital events)

 MACE (cardiac death, MI, TLR at 6,12 and 24 months)

 Every single element determining the MACE endpoint



• Patients with coronary artery disease (including 
patients with chronic stable angina, silent ischemia, 
any acute coronary syndromes) with clinical 
indication to PCI

• Age ≥ 18 years

Written informed consent

Inclusion criteria



 Target lesion/vessel with any of the following characteristics: 

o successful pre-dilatation not performed in the target lesion, 
or not efficacious (residual stenosis >50%); 

o severe calcification of the target vessel, also proximal to the
lesion; 

ohighly tortuous vessel which can impair access of device to 
treatment site.

 Visible thrombus at lesion which is not treatable with 
aspiration. 

Main Exclusion criteria
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Enrolment per Site

153 patients enrolled



Ospedale San Raffaele (Milano)
IRCCS Policlinico San Donato (Milano)
Ospedale Fatebenefratelli e Oftalmico (Milano)
Istituto Scientifico Ospedale San Luca (Milano)
Istituto Clinico Humanitas (Milano)
Ospedale Niguarda Ca' Granda (Milano)
Azienda Ospedaliera Ospedale Maggiore (Crema)
ASP S. Giovanni di Dio (Agrigento)
A.O. Universitaria Policlinico P. Giaccone (Palermo)
Ente Ospedaliero Ospedali Galliera (Genova)
ASST Alto Lario (Sondrio) 

Azienda Ospedaliera Carlo Poma (Mantova)
Istituto Clinico Sant'Anna (Brescia)
Clinica San Gaudenzio (Novara)
Ospedale di Circolo e Fondazione Macchi (Varese)
Ospedale General Madre Giuseppina Vannini (Roma)
Ospedale San Giovanni Evangelista (Tivoli)
European/Aurelia Hospital (Roma)
Villa San Pietro Fatebenefratelli (Roma)
Policlinico Universitario Agostino Gemelli (Roma)
Presidio Ospedaliero Villa Sofia (Palermo)
Ospedale Civile Sant’Andrea (La Spezia)
A.O. Universitaria Consorziale Policlinico di Bari (Bari)
Fondazione di Ricerca e Cura G. Paolo II (Campobasso)
Ospedale Sacro Cuore di Gesù Fatebenefratelli (Benevento)
Ospedale San Giuseppe Moscati (Aversa)
ASST Bergamo Est (Seriate-BG)
Ospedale Maggiore SS. Annunziata (Savigliano-CN)
Fondazione Toscana Gabriele Monasterio (Pisa, Massa)
Norfolk and Norwich University Hospital (UK) 
Hospital Universitario Virgen de la Salud de Toledo (Spain)
Hospital Lucus Augusti de Lugo (Spain)
Hospital Universitario de Cartagena (Spain)

ACTIVE

PENDING EC APPROVAL

Participating Sites



Some technical hints

• Lesion pre-dilatation with an SC or NC balloon is

mandatory!

• DCB inflation time should be at least 30 sec (preferably

60 if tolerated); 60+20 sec is allowed.

• if lesion pre-dilatation is not successful, or if recoil or 

major dissection is observed after pre-dilatation, the 

operator may change the angioplasty strategy.



When a stent has to be implanted, a II generation DES or a 
BVS are recommended, over a BMS.

The decision to implant a stent after DCB is left to the operator, but

strongly recommended only in case of:

o residual major dissection;

o flow-limiting dissection;

o final TIMI  flow <3.

Some technical hints

try leave stent implantation rate <10%



Anti-thromboyic therapy

All patients will be prescribed Aspirin (100 mg per day) life-

long, and either

-Clopidogrel (75 mg daily), or

-Prasugrel (10 mg daily), or 

-Ticagrelor (90 mg twice a day) 

for 1 month,

6 months in case of further stenting

Cardiologist may vary the duration of DAPT according to the 

clinical presentation and device(s) used. 





e-CRFs

http://eregistry.espl.net.in



e-CRFs - follow up reminder



e-CRFs - screening



e-CRFs - baseline



e-CRFs - pre procedure



e-CRFs - procedure



e-CRFs - discharge



e-CRFs - follow up
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