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IMPACT OF SHOCKWAVE IVL,

WOLVERINE" AND OPN NC

IN SEVERELY CALCIFIED

CORONARY LESIONS

Sekimoto, T et al. Comparison of Vascular Injury From Intravascular Lithotripsy, Cutting, or Ultra-High-Pressure Balloons During Coronary Calcium Modification.
J Am Coll Cardiol Intv. 2025 Sep, 18 (17) 2093-2104. Cadaveric study. May not be indicative of actual clinical use.

N=6
Autopsy Hearts

100.0%
100%

= Calcium fractures were most frequently
observed with IVL

= Medial injury was significantly less
frequent with IVL compared to CB
and UHB

= Medial injury occurred in 100% of
lesions treated with UHB

Calcified Lesions:
« >50% Stenosis Angio + OCT
>15mm Lesion Length
Calcified Plagues on OCT + Angio

Shockwave IVL N=5

Shockwave C2+ IVL Catheter
IFU: 120 pulses @ 4 ATM;

SN balloon sized 1:1to RVD

N=17

Cutting/Scoring
Balloon (CB) N=6

Wolverine™ Cutting Balloon™
COPS": Avg. inflation pressure
of 18 atm; balloon sized
according to IFU
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Fracture with Medial Injury Non-Fracture

= |VL produced calcium fracture in 100% of
histologic sections without medial injury

= CB produced calcium fracture in 50%
of histologic sections and were mostly
associated with medial injury

= Majority of calcium fractures produced by
UHB were associated with medial injury

Ultra High-Pressure
Balloon (UHB) N=6

OPN NC®

ISAR CALC?2: Avg. inflation
pressure of 34 atm; balloon
downsized 0.5mm to RVD

Overall p=0.008
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IVL N=7 CBN=9 UHB N-=8

M Fracture without Medial njury Fracture with Medial Injury Non-Fracture

= |VL produced calcium fracture in >50% of
histologic sections without medial injury

= CB produced fractures in <50% of
histological sections and were mostly
associated with medial injury

= No calcium fracture identified under
micro-CT and histology for UHB



DeepOCT", Micro- CT, and Histology Examples of Fracture and Medial Injury Analysis3

Device Impact on Circumferential Calcium
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Device Impact on Calcium Arcs <180°
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This study mirrors clinical trial findings demonstrating the safety and efficacy of
Shockwave IVL across calcium arcs?. Additional clinical research appropriately
powered for safety is warranted to reaffirm benefits of IVL in this ex-vivo study.




