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Study title

Drug eluting balloon efficacy for small vessel disease treatment.

Eudract code: 2013-002582-19.
Study design and population

This is a prospective, multicentre, randomized clinical study of consecutive patients with coronary artery disease in vessels with diameter ≤2.75 mm. Patients will be randomized to drug-eluting balloon (DEB) or standard therapy with second generation drug-eluting stent (DES). Study population will consist of 240 patients with stable or unstable angina. 

Objectives

To evaluate the clinical and angiographic performance of a new generation DEB compared to a second generation DES, using a new developed method of medium term efficacy assessment. 

Primary endpoint

Absence restenosis, defined as recurrence of at least 50% of renarrowing of lumen vessel at QCA during 6-month angiographic follow up.
Secondary endpoints

1. Major adverse cardiac events (MACE), defined as a composite of cardiac death, non fatal myocardial infarction and target lesion revascularization, at six-month follow-up. 

2. Angiographic binary restenosis in the target vessel at six-month angiographic follow-up.

3. Late lumen loss at QCA.

4. Single components of MACE.

5. Free-from-disease volume lumen area at angiographic follow up will be the study primary endpoint.(1) We hypothesize the noninferiority of DEB treatment as regards the standard of care in this setting (DES implantation).
Follow-up schedule

All patients will be assessed at pre-intervention, post-intervention and at follow-up after 30 days, 6 months, 1 year and 2 years. Angiographic follow up is scheduled after 6 months from index procedure.
Study duration

The enrolment period will last approximately 12 months. Final follow up scheduled after 2 years.

Number of subjects and participating centres

A total population of 240 patients will be enrolled at national 7-10 centres. 

Inclusion Criteria 


1.
Age >18 years.

2.
Stable or unstable coronary artery disease.

3.
Native coronary artery lesion in vessel with diameter <2.75 mm.

4. 
Clinical indication to percutaneous coronary intervention (PCI).

Exclusion criteria


1.
Enrolment in another study with any investigational drug or device.

2.
Acute or recent (≤48 hours) myocardial infarction.

3.
Creatinine clearance <50 ml/min.

4.
Left ventricle ejection fraction <30%.

5.
Any known allergy, hypersensitivity or intolerance to any drug used during or after the procedure.

6.
Heavily calcified and severely tortuous lesions.

Study contact
Principal Investigator:

Bernardo Cortese (Milano, Italy) bcortese@gmail.com
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