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DEVICE DESCRIPTION
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SCOPE OF DCB IN CORONARY APPLICATIONS

I S R
Avoid stent-in-stent situations
Avoid multiple metal layers (“onion skin” 
phenomena) 

D I F F U S E  L E S I O N S
A DCB approach with spot stenting can lessen the 
amount of metal in the vessels without removing the 
possibility of future coronary artery bypass graft 

S M A L L  V E S S E L
Vessels with small calibre, where drug eluting 
stents would not be advised or preferable

B I F U R C A T I O N  L E S I O N S
Specific side branch in bifurcations where  
stenting is a threatening situation.

DCBs: players

High tissue 

penetration

High lipophilia

Cytostatic Cytostatic (toxic for 

very high doses)

Lower lipophilia

More potent SMC 

inhibition

-LIMUS PACLITAXEL
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Encapsulation of 

sirolimus

Increase 

inpermeability

Protective pack

Magic Touch®
Sirolimus-coated balloon
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Phospholipid bilayer

Calcium-Phosphorous component
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PA Lemos, Euroint 13

sirolimus ‘journey’
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NANOLUTE STUDY DESIGN AND ENDPOINTS

Study

Design

Study Design

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

Clinical Follow-up up to 2 years.

Primary Endpoint

MACE (Major Adverse Cardiac Event) is a composite of cardiac 
death, target vessel myocardial infarction (TV-MI) and target 
lesion/vessel revascularization (TLR/TVR)) at 6 months20
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BASELINE CHARACTERISTICS

Baseline characteristics, N=450

Age, years ± SD 60.1 ± 10.1

Male, % 82.0

Female, % 18.0

Cardiovascular risk factors, % 

Diabetes Mellitus 45.3

Hypertension 48.0

Family history of CAD 3.1

Previous CV history, %

MI 29.3

PCI 55.6

CABG 6.9

Additional risk factors, %

Peripheral vascular disease 0.4

Renal Insufficiency 3.6

Left ventricular dysfunction 8.2

CLINICAL PRESENTATION, %

6,2222

45,5556 48,2222

Inducible Ischemia Stable Angina ACS

Unstable Angina, N=30.9%

Non-ST Elevation MI, N=5.8%

OVERALL POPULATION=450
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LESION CHARACTERISTICS

No. of Lesions= 479

No. of de-novo lesions= 254

47%
53%
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TARGET VESSEL LESION & 
PROCEDURAL CHARACTERISTICS

Procedure Details, %

Device per patient 1.2

SCB Alone therapy 92.0

SCB+ Additional stenting 8.0

Vessel Dissection 0.4

Procedural Success 99.6

Device details, mm ± SD

Mean SCB Length 22.6 ± 7.5

Mean SCB Diameter 2.7 ± 0.5

No. of Lesions= 479, No. of devices= 534
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CUMULATIVE CLINICAL OUTCOMES UP TO 2 YEARS
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0,2222 0,2222 0,7
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4,6875
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20,0
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6 Months, N=450* 1 Year, N= 435* 2 Years, N=384*

*No of Patients completed clinical follow-up till August 2018.
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CUMULATIVE OUTCOMES IN ISR AND SMALL VESSEL 
UP TO 1 YEAR

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

• Single arm registry

• Performed in India with only one type of population

• Not external adjudication of events

• Absence of quality assessment of data source20
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Inclusion criteria: any type of coronary lesions, including native vessel disease and in-

stent restenosis.

•prospective, multicenter, spontaneous clinical registry

•onsecutive enrollment

•real world, all comers patients

•1500 patients at ca. 30 european/asian sites

•clinical follow up: 2 years (CEC)

•chairmen: B. Cortese, A. Colombo

The EASTBOURNE Registry
thE All-comers Sirolimus-coaTed BallOon eURopeaN rEgistry
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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
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enrollment 31.08.18

Total = 766

Interim analysis 
presentation @ TCT 
during Innovation 
session – Sept. 21st20

18
 ©

 A
IC

T C
on

gr
es

s 2
01

8. 
All r

igh
ts 

re
se

rve
d -

 A
ny

 re
pr

od
uc

tio
n e

ve
n i

n p
ar

t is
 pr

oh
ibi

ted
.

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

.

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .

20
18

 ©
 A

IC
T C

on
gr

es
s  

20
18

. A
ll r

igh
ts 

re
se

rve
d -

 A
ny

 re
pr

od
uc

tio
n e

ve
n i

n p
ar

t is
 pr

oh
ibi

ted
] .

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .

20
18

 ©
 A

IC
T C

on
gr

es
s 2

01
8. 

All r
igh

ts 
re

se
rve

d -
 A

ny
 re

pr
od

uc
tio

n e
ve

n i
n p

ar
t is

 pr
oh

ibi
ted

] .



CONCLUSIONS

Technological improvements 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, also considering the good deliverability and tractability of Magic Touch.

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