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Il pallone medicato rappresenta una 
rivoluzione nella cardiologia interventistica, 
e permette di trattare lesioni in cui lo stent 
non garantisce un risultato ottimale.
Lo spazio che tuttora viene riservato a questo 
dispositivo nelle Sale di Emodinamica è 
destinato ad aumentare. Eppure, per poterne 
trarre tutti i vantaggi, è necessario conoscere 
bene come è fatto e come funziona.
Per questo motivo è nata l’idea della “DEB 
School”, un corso suddiviso in varie 
sessioni, che ha lo scopo di illustrare la 
tecnologia alla base del pallone medicato, e 
di proporre alcuni algoritmi necessari per il 
suo utilizzo ottimale.
Verranno poi discusse le ultimissime novità 
in campo scientifi co e le linee guida italiane 
recentemente redatte.
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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 prospective 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 6 months of follow up;

-we investigated the immediate technical and clinical performance of this 

device;

-PE: the occurence of MACE at short term.

B Cortese et al, Cardiovasc Revasc Med ‘17



FASICO registry

B Cortese et al, Cardiovasc Revasc Med ‘17



FASICO natives

Follow up median, days 194 (38-335)

Mean diameter, mm 2.20±0.68

MLD, mean SD 2.14 ± 0.7

LLL, mean SD 0.09±0.34 
Binary restenosis, n (%) 2 (7.4)

B. Cortese et al. 2018, unpublished data



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

•External validation of quality of data input

•Centralised clinical event assessment

•Real world, all comers patients, consecutive enrollment

•1500 patients at 30 european/asiatic sites

•Clinical follow up to 24 months.

•Primary Investigator B. Cortese,

•Chairman A. Colombo

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



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



§ 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; 

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

§ Visible thrombus at lesion which is not treatable with aspiration. 

Main Exclusion criteria



Enrollment - current status
920 patients enrolled



August 2018: EASTBOURNE interim analysis

Study population, n=710 N (%)
Age years, mean ± SD 65.58 ± 15.77
Female 141(19.85)
Arterial hypertension 504(70.98)
Diabetes mellitus 294(41.40)
Insulin-dependent diabetes mellitus 93(13.09)
Dyslipidaemia 478(67.32)
Congestive Heart Failure 47(6.61)
Multi-vessel disease 455(64.08)
LV Ejection Fraction, %, mean ± SD 51.77±11.15
Previous MI 293(41.26)
Previous PCI 451(63.52)
Previous CABG 77(10.84)

B. Cortese, TCT 2018



Clinical presentation

UA NSTEMI STEMI Stable CAD

August 2018: EASTBOURNE interim analysis

B. Cortese, TCT 2018



August 2018: EASTBOURNE interim analysis
Lesion and procedural Characteristics N (%)

A 148(20.84)
B1 225(31.69)
B2 159(22.39)
C 116(16.33)
de-novo lesions, % 377(53.27)
ISR, % 275(46.73)

Type of ISR according to Mehran’s classification
Focal 127(46.18)
Diffuse 102(37.09)
Proliferative 32(11.63)
Occlusive 14(5.09)
BMS 43(15.63)
DES 225(81.81)
BVS 7(2.54)

B. Cortese, TCT 2018



August 2018: EASTBOURNE interim analysis
Lesion and procedural Characteristics

Diameter stenosis pre, % ± SD 92.18 ± 11.82
RVD, mm ± SD 2.83 ± 2.73
Lesion length, mm ± SD 18.41± 8.84
MLD, mm ± SD 0.68 ± 0.73
Multi-vessel PCI 302(47.18)
Pre-dilatation 590(92.18)
Procedural complications 18(2.81)
Stenting after DCB use 54(8.43)
Angiographic success 628(98.125)
Device malfunction 0(0)
Diameter, mm 2.63 ± 0.57
Length, mm 22.01 ± 7.08
Inflation Time, sec 60.08 ± 26.24
Inflation Pressure, atm 10.24 ± 4.16

B. Cortese, TCT 2018



August 2018: EASTBOURNE interim analysis
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August 2018: EASTBOURNE interim analysis
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August 2018: EASTBOURNE interim analysis
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conclusions

• SCB might constitute a new therapeutic option in the setting of 
coronary lesions, also considering its improved deliverability.

• Preliminary retrospective and interim data seem to show the safety
and efficacy of this therapeutic model.

• For this reason we decided to increase the population of 

EASTBOURNE from 1000 to 1500 patients, in order to better assess 

the primary efficacy endpoint of TLR.

• RCTs will be crucial to test the real efficacy of this device.


