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DEVICE DESCRIPTION
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Magic Touch®
Sirolimus-coated balloon
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sirolimus ‘journey’
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NANOLUTE STUDY DESIGN AND ENDPOINTS

Study Study Design

Design Prospective, Multi-center clinical registry, all comers patients at
Indian centers.

Clinical Follow-up up to 2 years.

Primary Endpoint
R MACE (Major Adverse Cardiac Event) is a composite of cardiac

Car%@%scular SEEreE et | death, target vessel myocardial infarction (I'V-MI) and target
v Medicine — | lesion/vessel revascularization (TLR/TVR)) at 6 months
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A novel nanocarrier sirolimus-coated balloon for
coronary interventions: 12-month data from the
Nanoluté registry s

Sameer Dani 2, Dinesh Shah °, Prakash Sojitra ¢, Keyur Parikh 9, Ranjan Shetty ¢, Gaetano
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BASELINE CHARACTERISTICS

OVERALL POPULATION=450

CLINICAL PRESENTATION, %

Baseline characteristics, N=450

48,2222
ge, years + SD . 60.1 +10.1 45,5556
Male, % 82.0
Female, % \\{\(§ 18.0
Cardiovascular risk factors, % Q\qu 6.2222
Diabetes Mellitus & 45.3
N

Hypertension OOQQ il Inducible Ischemia Stable Aiigina ACS

A
Family history of C4® 3.1

©
Previous CV hig&ry, %
MI K 29.3
55.6

CABG 6.9 Unstable Angina, N=30.9%

. . ) Non-ST Elevation MI, N=5.8%
Additional risk factors, %

Peripheral vascular disease 0.4

Renal Insufficiency 3.6

Left ventricular dysfunction 8.2



- LESION CHARACTERISTICS

No. of Lesions= 479

No. of de-novo lesions= 254




- TARGET VESSEL LESION &

PROCEDURAL CHARACTERISTICS

No. of Lesions= 479, No. of devices= 534

Procedul;ea*f)etalls, %
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CB+ Additional stenting

Vessel Dissection
Procedural Success
Device details, mm + SD
Mean SCB Length

Mean SCB Diameter
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CUMULATIVE OUTCOMES IN ISR AND SMALL VESSEL

UPTO1YEAR
In-Stent Restenosis, N= 211 De-Novo Small Vessel, N= 197
6 Months, N=211* 1 Year, N=198* 6 Months, N=197* 1 Year, N=196*
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5,0505 5,0
50 37915 3,317‘;)5455 25381 > 030551
’ 050750204 1,01521
0, O, J
0,4730,5051 0, O, 0, 0,5051 0.0 o
0,0 MACE TLR/TVR TV-MI Cardiac Death  All Cause
MACE TLR/TVR TV-MI Cardiac Death All Cause Death Death

*No of Patients completed clinical follow-up till August 2018.



 Single arm registry
* Performed in India with only one type of population
* Not external adjudication of events

* Absence of quality assessment of data source



) The EASTROURNE Registry

THE EASTBOURNE REGISTRY

thE All-comers Sirclimus-coaTed BallOon eURopeaN rEgistry - - =

EEEEEEEE N REGISTRY

sprospective, multicenter, spetitaneous clinical registry
*onsecutive enrollment

real world, all comers patients

*1500 patients at ca. 30 european/asian sites

eclinica! follow up: 2 years (CEC)

echairmen: B. Cortese, A. Colombo

Inclusion criteria: any type of coronary lesions, iricluding native vessel disease and in-

stent restenosis.



THE EASTBOURNE REGISTRY
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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
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THE EASTBOURNE REGISTRY

THE ALL-COMERS SIROLIMUS-COATED BALLOON
EUROPEAN REGISTRY

E@;ﬁf'\olment per Site

Agngento (Dr. Geraci) 65
Crema (Dr. Cacucct) 37
Milano Auxologico (Dr.ssa Blengino, Dr. Ghiso)
Milano Fatebencfratelli (Dr. Cortese)
Milano Humanitas (Dr. Szdumn@b'
Milano Niguarda (Dr.ssa Bs@si)
Milano San Donato (Dr. Bedogni, 1\}5.&0[:5(;\) >
Milano San Raffacle (Dr. Colombo, &s\:\unlinii

o Do i) | | Interim analysis
a European llo%;j al (Dr. Tomat)
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Hospital @q{ ersitario de Rxagorritxu - Spain : during Innovation

Hospital (icng\z&@ niversitario de Crudad Real - Spain

Spain - HospifR! Lucus Augusti De Lugo (Dr. Ocaranza) | SeSSiOIl - Sept. 2]_St

Malaysia - Pantar Hospital Ayer Keroh

Malaysia - Sultanzh Aminah Johor Bahru

Metropolitan Hospital - Greece

Konstantopoulio General Hospital of N lonia - Greece

General Hospital of Attica KAT — Cathlab 1

Institute Jantung Negara - Malaysia
UMMC (University Malaya Medical Centre) - Malaysia
Craigavon Cardiac Center enr()llment 31 .08 ]. 8

Sant'Ambrogio Cardio-thoracic Center { Dr. Tespili, Dr. lelasi)




CONCLUSIONS

Technological improvemerts are key factors to warrant an adequate transfer of anti-
proliferative drugs in diseased coronary arteries without prostheses.

SCB might constitute a new therapeutic option in the setting of complex coronary
lesions, aiso considering the good deliverability and tractability of Magic Touch.

Newer studies which are enrolling patients 1n Europe will provide
further insights.
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