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Primary Safety Endpoint Primary Effectiveness Endpoint
92.2% (353/383) h < 0.0001 92.4% (355/384) 90.2% < 0.0001

Safety Performance Goal Effectiveness Performance Goal
=84.4% = 83.4%
i — —m
; 899%  92.2% 90.2%  924%
80 82 84 86 88 90 92 94 86 88 90 92 94 96
Freedom From 30-Day MACE (%) Procedural Success (%)
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13.8% at 1-year
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7.8% at 30-days L T T T
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Months after index procedure
377 364 355 289

Cardiac Death (%)
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Months after index procedure 4
341 330 '] 3 6 9 12

Months after index procedure
# at risk 384 377 7 ar2 T2
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2 anos

Target Lesion Failure (%)
g "

Lo
1

7.6% at 30-days

11.9% at 1-year

16.1% at 2-year
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Final In-stent Diameter Stenosis =<25mm =225mm
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Device Crossing Success*
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SHOCKWAVE | C*'

More Pulses for the Challenges
of Heterogenous Calcium

Longitud

Pulsos

Ciclos

Longitud de tratamiento

Cateter Guia Compatible

Funda Esteril
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+

+ FASTER

Increase procedural efficiency with 50% quicker cycle time

+ FURTHER

Broaden access options with an increased catheter working
length of 135¢cm

+ LARGER

Optimally treat larger diameter vessels with new 8.0mm size

Siprotec Technical Center



XXXIII CONGRESO NACIONAL

Siprotec Technical Center S"]Rm[ﬂ



Vﬁé@&)AD 2 pulsos/segundo :

SHOCKWAVE | M**
CYCLE TIME: 15 SECONDS ' ' l 300 °¥
2 pulses/second

60

SHOCKWAVE | M°
‘ . 1 §300

CYCLE TIME: 30 SECONDS
1 pulse/second
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Nuevo tamafio de 8 mm de diametro

Pl .
ameter e
() Compatibility
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M°* S

Caracteristica M5 M5+
Longitud 110 cm
Pulsos 300 300
Velocidad 1 pulso/seg
Tamafos 3.5-7 mm 3.5-
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$40% || $75% || $69% || $77%
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Lower pressure to achieve Reduction in provisional Reduction in need for post- Reduction in Type 2C
better results with VL stent placement risk with IVL dilatation with IVL Dissection with IVL
Max Inflation Pressure Stent Placement Post-Dilatation Grade C or Higher
P<0.0001 p = 0.0002 p=0.001 Dissection
p=0.03
18.3 = =
{ = 17.0% &
1.3 £ S S 15:0%
£ %) S I
s £ T T
» 2 S
g g
=20 ‘=3 T oem
IVL PTA IVL PTA IVL PTA IVL PTA
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Primary patency (%)

Log Rank P = 0.005

— VL
— PTA
~ =~ + 30-day DUS evaluation window

Months after index procedure
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GUIDEWIRE SHEATH WORKING CROSSING
DIAMETER | LENGTH PROFILE PULSES
COMPAT. COMPATIBILITY LENGTH PULSES/CYCLE
(mm) (mm) ) : RANGE (max)
(im} (im) (cm) :
(in)
25 40 0.014 5Fr 135 048 20 160
3.0 40 0.014 5Fr 135 048 20 160
3.5 40 0.014 5Fr 135 048 20 160
4.0 40 0.014 5Fr 135 .050 20 160
Al
1
N
Proximal MB ’ ¢ ,’ \\ N « Distal MB
4 / A
’ \

A 4
A

10mm

A 4
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DISRUPT BTK

By The Numbers

20 100% 75%

Moderately/severely calcified
Patients from 3 sites lesions Rutherford Category V

95%

Frocedural Success

Compelling Safety & Performance
in Severely Calcified Lesions”

0% 26% 0% 100%

FPerforations, Embolization, Final residual Stenosis with Major adverse event at 30 Freedom From CD TLR at 30
Slow/Mo Reflow, Abrupt an acute gain of 1.5mm days days
Closure

Siprotec Technical Center S"]Rm[l]
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PAD lIl OS Sub-study:

IVL treatment of calcified infrapopliteal arteries
Heavily calcified de novo infrapopliteal lesions
IVL +/- adjunctive therapy"

July 2018 — Aug 2020
N = 101 patients; 114 BTK lesions; 15 global sites

2 &
i

Sub-study objective: Assess ‘real world’ peri-procedural
outcomes of S* IVL treatment of calcified BTK lesionst

100%
80%
60%
40%
20%

0%
Pre-procedure
N 14

Post-IVL
98

Perforation

Distal Emboli

Slow Flow/ No Reflow

Abrupt Closure
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Ongomg.... BTK@E{

250 40

Patients Global sites

Lesion lengths ﬂﬂ Outcomes out to 2

up to 200mm Years
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Optimal Undersized

|‘| II

Oversize Device 10%
vs. RVD to Facilitate Energy Transfer
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Overall Results Optimal Technique
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C2+
Coronario
120 pulsos

5Fr

Rapid Exchange
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Periférico Suprapatelar
300 pulsos
6 Fr/ 7 Fr

Over The Wire

S4
Periférico Infrapatelar
160 pulsos
S5 Fr

Over The Wire
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Take home message
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iMUCHAS GRACIAS!

I

SISTEMA INTEGRAL DE
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