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Leaving nothing behind doesn’t work...

* POB Angioplasty

Performance goals and endpoint assessments for clinical trials of femor

)-—m“ 8,9cm

9()-2006(191 pts
DUS 1 Yr PPR _38/%’-

y clinical trial data and the medical literature.
y performance goal be set to equal twice this rate. the patency efficacy
ided on safety and other reporting standards and stent integrity evaluation for bare
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Leaving nothing behind doesn’t work...

* POB Angioplasty
< PTA
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Leaving nothing behind doesn’t work...

* POB Angioplasty
RESILIENT 1 YR DATA ZILVER PTX 1 YR DATA

Survival Analysis — Freedom from Loss of Primary Patency (at 12 months)
Time Until Loss of Primary Patency

asc Ther 2012 ; 19:1-9 Michael D. Dake et al. Circ Cardiovasc Interv. 2011;4:495-504

iD3 Medical —2016 | 9



Leaving nothing behind doesn’t work...

* POB Angioplasty =

Increasing pressure till plague/lesion breaks
Once plaque fractures -> all pressure to arterial wall
IN AN UNCONTROLLED WAY

‘ During Inflation End of Inflation

UNCONTROLLED INJURY S T

Plaque

$ AW AN N

DISSECTION - RECOIL A ) 0

OBLIGATORY RESTENOSIS Folded fa ted
balloon Eal?ogn €a|?o§n
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Leaving nothing behind doesn’t work...

* Atherectomy : DEFINITIVE LE TRIAL

Measure
effectiveness of
stand-alone
directional
atherectomy

Number of Subjects

N
g

5

Largest Core
Lab
Adjudicated

atherectomy
trial EVER

= 800 Patients
= 47 Centers

= Pre-specified
comparison of
Patients
with/without
diabetes
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Leaving nothing behind doesn’t work...

* Atherectomy : DEFINITIVE LE TRIAL

Number of Patients

Number of Lesions 743 279
Mean Length (cm) 7.5 7.2
Baseline Stenosis (%) 73 76
Occlusions (%) 17 30
1 yr Primary Patency (%

y y y (%) . -

(DUS PSVR < 2,4)

1022
7.4

74
21

na
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Leaving nothing behind doesn’t work...

e Atherectomy =

Removing plaque/lesion
IN AN UNCONTROLLED WAY

¥

Adventitia/media INJURY

¥

INFLAMMATION

¥

OBLIGATORY RESTENOSIS

Histopathological Evicence of Adventitial or Medial Injury 15 a Strong Predictor of
Restenosis During Directional Atherectomy for Peripheral Artery Disase.
(PMID:26208657)

Tarricone A, AliZ, Rajamanickam A, Guija K , Kapur V', Purushothaman KR, Purushothaman M, Vasquez M, ZalewskiA,

Parides M, Overbey |, Wiley |, Krishnan P

Mount Sinai Heart, Mount Sinal Medical Center, New York, NY, USA,

lournal of Endovascular Therapy : an Official lournal of the International Society of Endovascular Specialists (2015, 22(5).712-

/1))
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Paclitaxel left behind concept :
IS it working? Proof of concepts
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PTX PTX PTX PTX PTX PTX
3ugr/mm? 3pgr/mm? 3,5ugr/mm? Excipient? 3ugr/mm? 2ugr/mm?
+ BTHC + Ultravist + Urea + Ultravist + polysorbate
& sorbitol

P=0.033 P=0.031 P=0.001 P<0.001
P=0.016
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0
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P=0.12 P=0.0017
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Paclitaxel left behind concept
IS it working? Ideal circumstances
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Paclitaxel left behind concept
IS it working? Ideal circumstances
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“REAL LIFE”
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Paclitaxel left behind concept
is it working? REAL LIFE
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Paclitaxel left behind concept
is it working? REAL LIFE

300
90
: P 4
.g 250
e
Z P ¢
d g
P = 70
a 200
X
£« A
g ®
5
ok
z 50 150
g o ®
; 0
v 40 b 4 [
D
< A A
= O 100
Gm G 30 A
= o)
~
- S ®
S 20 |
u 50
- ° °
10 | [ |
0 0
lllumenate Global IN.Pact Global IN.Pact Global LL IN.Pact CTO IN.Pact ISR Lutonix Global Real Lutonix Global - LL Micari - IN.Pact SFA
Clinical Subcohort Subcohort Subcohort World SFA Subcohort long study

N S S S TS TS S T
o —————————

/. %cro

Lesion length (mm)



Paclitaxel left behind concept :
s it working 7




80

o
o

(9) @1e4 Bunnuals

o
<

(wuw) Y Sua uorsan

S RIS EBIBI K o oo
(oo I o | N =l = - O D M

N.A.

4
Q.
Q
O
C
O
O
@)
=
-

Q
O
a-
D
S

X

(O
g
[S)

(O
(ol

.
Qo
=
7
S
O
=
R
5D

=

© © O O O O O O O
Y 0O ™S O N < MM N o«

(2) Aduajedq Asewnng



Paclitaxel left behind concept :
s it working 7

100 300 AM100
I } { N
90 x o 270
80 ‘ — - J * i - 240 80
¢

70 > 210
g - g
€ 60— o . » o’ 180 60 o
F . = +
E £ ©
2 50 o - 150 § t‘::n
E ‘ S l;
T 40 120 K 40 c
E “ il QJ
* 17

30 == 90

20 60 20




c“‘» ncept clearly works : some
sults are very successfull.

rhore scaffold you need : bail- out (spot) stentmg?
DES?



