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Does IVL eliminate the need for other devices
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Why discuss this Clinical Limitations & Unmet Needs
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050372007 = 123416 Signifcant diference in vessel compiiance leads to oversretch in
on-diseased tssue causing dssections, recol, excessive injury
and poor outcomes

’!4 f
"\.\“\\’\

A

A
Elnstc rocoil
igh-grade stenosis

) L 2
el Il!ay (L 210 STt Increased lesion length is an independent
~ - - predictor of decreased patencys.

r,"~’

, REALITY
. RE L S, Primary Effectiveness Endpoin
Lesion & Procedure Metri 12-Month Primary Patency’

Lesion Length (mm) 179.36 = 81.40

Lesion Length > 150 mm 55.6%
MLD (mm) at Baseline 0.57 +0.61

Chronic total occlusions at Baseline 39.0%

Chronic total occlusion length (mm) 226.0 + 86.0

Procedure Metrics:

Diameter Stenosis (%) at Baseline 888 +11.7

Diameter Stenosis (%) Post-DA Treatment 404149

Primary Patency

Diameter Stenosis (%) Post DA+DCB Treatment 281+12.0
Procedural Success* 57.6%
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REALITY
rocedure Related Complications

Provisional stents implanted 97102 (8.8%)

Perforations 3/98 (3.1%)

Perforations requiring stenting 3/3 (100%)
Dissections > Grade C 14/98 (14.3%)

Dissections requiring stenting 5/14 (35.7%)

Distal embolization 11/86 (12.8%)

Distal embolization requiring aspiration only 5/11 (45.5%)

Distal embolization requiring stenting 111 (9.1%)

Rocha-Singh Catheter Cardiovasc Interven 2021
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*  22.8% overall resteno ate at 12 months
Overall Non-Stent Stent
(N=258 lesions) (N=165 lesions) (N=93 lesions)
44.4% £20.0% 38.5% +16.2% 54.8% +22.0%
9.8%+11.4% 11.6% £11.7% 6.6% +10.2%

Post-treatment stenosis estimate, mean + SD
Post-Jetstream

Post Adjunctive Treatment

Three patients (1.4%) had a device-related distal embolization requiring
a separate intervention (Table 3). One of these events occurred in a pa-
tient who had protection, thus the distal embolic event rate among pa-
tients without embolic protection was 1.1% (2/187). All three distal
embolizations requiring a separate intervention occurred during the
index procedure, involved athero-fibrinomatous debris, and were re-
solved with additional aspiration.
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Lesion location
Superficial Femoral
Common Femoral
Popliteal

Overall

(N=258 lesions)

75.6%
10.9%
13.6%

Non-Stent*
(N=165 lesions)

72.1%
152%
12.7%

Stent»
(N=93 lesions)

81.7%
32%
15.1%

Lesion length, mean = SD

16.4 +£13.6 cm

14.1+12.6 cm

20.5+14.4 cm
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Lesion RVD, mean £ SD
Occlusion (100% stenosis)
Pre-treatment stenosis estimate, mean +
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How Shockwave Creates Localized Lithotripsy
High Speed Sonic Pressure Wave Created Safely Inside Integrated Balloon
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PAD III RCT
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Freedom from TLR.

] [ 72
Time to event (months)
Number at risk
Atberectomy wih DCB 35 2
WLwihDCB|_33 2
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Treatment Type.

3 72
‘Time to event (months)

Secondary outcomes n (%)

n (%)

0dds
(95% CI)

Residual angiographic 35 (100)
stenosis <30%
Procedural 2(5.7)
complications
Perforation 0(0)
Flow-limiting dissection 0(0)
requiring stent
Bailout stenting 2(5.7)
Retained embolic device 0(0)

SCAI May 2022

33 (100)

13.0)

0(0)
1(3.0)

0
0 (0)

0.52 (0.01-10.45)

Primary patency (%)

Disrupt PAD 11l RCT: Procedural and Primary Patency Outcomes
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Secondary outcomes

The MAE rate at 1 year was similar in both groups (IVL: 0.0% vs PTA:

1.4%, P = .15). The 2 clinical events committee-adjudicated MAEs

® occurred in the PTA group during the index procedure (distal emboli-

zation and perforation) with no further events through 1 year. While both

¢ groups demonstrated marked clinical improvement in ankle-brachial

index, WIQ, EQ-5D, and Rutherford category, there were no differences
in the change from baseline to 1 year between the 2 groups (Table 3).
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67 year old female with history CAD, HTN,
HLP and recent onset LLE rest pain

US confirms CFA and SFA disease
Heavy calcification noted diffusely
Shockwave and atherectomy outcomes

Who wins

Long calcified lesions remain difficult for endovascular
treatments
ugh atherectomy or lithoplasty have
y and safety
Each device has pros and cons
Lithoplasty has demonstrated improved vessel
compliance in a simple to use PTA format
— Issues with eccentric non-concentric Ca remains a real
question for [VL
— If not in contact with the artery its benefit may be limited
Atherectomy device need for DEP are muted with IVL
0-1% compared with up to 8% despite DEP with
atherectomy device:
Both atherectomy and IVL remain complimentary




