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NANOLUTÈ REGISTRY

Study Design

Prospective, Multi‐center clinical registry real world, all comers 
patients at various indian Interventional Cardiology Sites.

Clinical Follow-up at 1,6 and 12 Months.

Purpose of this registry is to  evaluate the safety and efficacy  of  
MT SCB in the patients with CAD.

No. of patients enrolled = 408

No. of patients completed 6 months follow-up: 386

No. of patients completed 12 months follow-up: 347



STUDY ENDPOINTS

Primary Endpoint:

MACE (cardiac death, TV-MI and TLR) at 6 months.

Procedural success (technical and angiographic success in the 

absence MACE at hospital discharge).

Secondary Endpoints

MACE at 12 months.



BASELINE CHARACTERISTICS

Population 408

Lesions 435

Age, years ± SD 59. 81± 10.38

Male, N(%) 334(81.86)

Female, N(%) 74(18.14)

Diabetes Mellitus 181(44.36)

Hypertension 189(46.32)

Family history of CAD 13(3.19)

MI 123(30.15)

PCI 214(52.45)

CABG 25(6.13)
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PROCEDURE AND DEVICE DETAILS

Procedural success 406 (99.5) 

Device per patient 1.19

SCB + BMS 28(6.86)

SCB Length 22.26 ± 7.19

SCB Diameter 2.69 ± 0.45

Inflation pressure, ATM 11.26 ± 5.27

Inflation time, SEC 49.71 ± 24.50



CLINICAL OUTCOME

*386(94.6%) patients completed 6 months follow-up till March 2017.

**347 (85%) patients completed 12 months follow-up till March 2017.
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SCB IN DE-NOVO SMALL VESSEL (n=187) 
SAFETY AND EFFICACY AT 6 & 12 MONTHS

MACE TLR/TVR TV-MI Cardiac Death
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*173(92.51%) patients completed 6 months follow-up till March 2017.

**148(79.14%) patients completed 12 months follow-up till March 2017.



SCB IN IN-STENT RESTENOSIS
SAFETY AND EFFICACY AT 6 & 12 MONTHS
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*175(96.15%) patients completed 6 months follow-up till March 2017.

**162(89.01%) patients completed 12 months follow-up till March 2017.



limitations

• done in one type of (indian) population

• absence of independent source data analysis

• absence of independent event monitoring

• absence of an event adjudication committee



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.

•PI: B. Cortese

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



CONCLUSION

SCB might constitute a new therapeutic option,

considering the overall complexity of modern-era

interventional cardiology.

The results of this registry, performed in indian

patients, are encouraging, but deserve more complete

clinical assessment in broader patients populations.

A synergistic DCB use with new-generation DES is

intriguing.


