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1 1 H TFA vs TTA: adjusted HR = 0.84, 95% Cl1 0.49-1.46; P = 0.54 TFA vs TTA: adjusted HR = 5.72, 95% CI 0.31-1.89; P = 0.009
Vascu Iar Access In Patlents Wlth . . 30 TAA vs TTA: adjjusted HR =049, 95°/: C10.31-0.77; P = 0.002 TAA vs TTA: adjjusted HR = 5.04, QS:A Cl1.67-15.22; P = 0.004
1 H H High Hostile Score TFA vs TAA: adjusted HR = 1.73, 95% CI 0.95-3.15; P = 0.07 TFA vs TAA: adjusted HR = 1.13, 95% Cl 0.43-3.03; P = 0.80
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Hostile Iliac Access: Which options?

OPEN CONDUIT ENDO-CONDUIT BRACH-FEM DOTTERING FEM EXP

7 )‘; /

N

D

===

—

==




y“/l“""\
(TR e
‘&"?’E’ ( "\\%&
. > VASA'

THE AMOUNT OF CALCIUM MAKES DIFFERENCE
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CALCIUM MEANS STIFFNESS >>> NO COMPLIANCE /
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Compliance is a critical component of arterial distensibility
Tortuosity and decrease compliance restrict device delivery

Elastic vessel will deform,
facilitating device delivery

Inelastic, calcific vessel will
remain rigid and resist
device passage
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CALCIUM ST aRol

PROFILE

SMALL
CALIBER

VESSEL
COMPLIANCE LOW

PROFILE

PATIENT DEVICE
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Integrated PTA
Balloon

Lithotripsy
Emitters

IVL Technology

COMPACT & RECHARGABLE
Portable, IV-pole Mountable
Battery-Powered

No External Connections

s
SIMPLE & QUICK

Smart Magnetic Connection
Push-Button Activated

INTUITIVE & SAFE

OTW System

Any .014” Guidewire
Standard PTA Technique
300 Lithotripsy Pulses




i IVL Safety

THE THIN LINE %

SHO CKWAVE

Nothing effect on the healthy wall
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IVL Result

Microfractures in
superficial
calcium

Calcium Challenges

Microfractures in e MEDICAL INC-

Not embolic risk

deep calcium




o IVL and Hostile Access

HOSTILE ACCESS

(1) To facilitate:
Endograft Delivery

To avoid:
Trauma
Rupture
Dissection
Stenting
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HOSTILE ACCESS + AIOD

(2) To facilitate:
Endograft Delivery
+ Improve Luminal Gain

(3) Improve
Limb Expansion




PRE A | POST
IVL IVL

MLD 5.8 mm
25 Fr

T-Branch

(8.2 mm OD)

+42% >
° Dotterlng +IVL
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78 yrs
COPD
CABG
PTCA

|PA

CEA 2022
EF: 65%
ASA 3

CASE REPORT
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ACESS

EIA Diam: 10 mm

RA: 6 mm
EIA: 8Smm
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Patient

Identifi
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Target

Vessel

Length of

Lesion(s) (mm)

Shockwave lithotripsy facilitates large-bore vascular
access through calcified arteries

Lucyna Z. Price, MD,” Scott R. Safir, MD,” Peter L. Faries, MD,” James F. McKinsey, MD,”
Gilbert H. L. Tang, MD, MD,® and Rami O. Tadros, MD,® New York, NY

Journal of Vascular Surgery Cases and Innovative Techniques
Maximal Pre-Treatment March 2021

Degree of Inner/Outer
Circumferenti Diameter

al Calcification (mm)

L CIA and

EIA

56.2,15.1,15,13.1

3.59/8.15

L CIA and

EIA

104, 15.8

3.56/10.3

R CIA and

EIA

109, 29.6

2.44/10.4

R EIA and

CFA

85.9,43.8

1.95/7.53

R CIA

4.14/10.9

LCIA

52

1.87/13.5

R CIA and

EIA

82.4,53.6

3.96/8.64

R EIA

48.1,36.2,22.5,15

4.72/7.83

R CIA and

EIA

7.88,68.7,12.8,

8.99, 5.69

4.25/8.51




IVL-ASSISTED AORTIC ENDOVASCULAR TREATMENT‘ %
MID-TERM RESULTS

E TOR VERGATA "%) ST, FRANZISKUS-HOSPITAL MAIN RESULTS

MUNSTER

9

MEAN FOLLOW UP

SUCCESSFUL ENDOGRAFT DELIVERY

28 iliac axis (20 patients) IVL RELATED DISSECTION

EMBOLIZATION

AIOD: 707% LIMB OCCLUSION
PACSS: 897 ILIAC RUPTURE
CASS: 14 =2 BAIL-OUT STENTING

Fazzini S et al, JEVT 2024
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PILOT STUDY
PROSPECTIVE
MULTICENTER
POST-MARKETING
CORE-LAB

(and L6)

SHOCK-ACCESS

NEW SCORE
CALCIFIED/HOSTILE
ILIAC ACCESS

5 PARAMETERS

Bologna
Florence
Perugia

Rome

* CALCIUM SCORE

* MLD

* SG-OD/MLD

* LESION LENGTH

* TORTUOSITY INDEX




TAKE HOME MESSAGES

SHOCKWAVE IVL facilitates a safe and effective delivery of aortic endografts,

increasing the compliance of calcified vessel

SHOCKWAVE IVL reduces the risk of complications

(iliac ruptures, dissections) and the use of paving and cracking

These promising initial results need further studies:
SHOCK-ACCESS = PROSPECTIVE, MULTICENTER, ITALIAN PILOT STUDY
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