Intravascular Lithotripsy for Calcified Peripheral Artery Disease (PAD) in Female vs Male Patients:
Sex Specific Analysis from the Disrupt PAD lll Observational Study
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Background The use of IVL to treat calcified PAD in this “real-world” setting Procedural Characteristics
+ Endovascular therapy (EVT) in women has been associated with demonstrated consistent safety and effectiveness in women and men

higher complication rates and worse outcomes?'?

. Characteristic P-value
* Woman with PAD often present later, have more advanced . .
disease, and smaller vessels? Lesion Men P-value Ste NOSIS REd uction Procedure time, min 91.6 +51.0 992 +54.2 0.020
* The aim of this a_nalySIS was 1o .evaluate SGX-SpECIfIC pro.c.edural Cha raCteriStiC n=1078 B I Post-IVL Contrast volume, mL 144.1 + 83.7 150.6 £ 86.0 0.218
safety and effectiveness following IVL treatment of calcified aseline - . _ 344173 63490 0010
. . uoroscopy time, min 4 +17. .3 + 20. .
PAD in the PAD Ill Observational study RVD. mm 53+1.8 56+1.6 0.009 bY
| ’ T T ' . . Women Men
‘ = | Characteristic ) : P-value
» 9 9 n =453 lesions n=1078 lesions
MLD, mm 1.0+1.1 1.2+1.2 0.002 , ,
\ Embolic protection 5.1% 6.0% 0.071
Deliver catheter Generate sonic Crack Safely expand CT0 33.8% 30.0% 0.141 Pre-dilatation 27.6% 30.2% 0.300
and inflate to low pressure wavesusing calcium the vessel
pressure lithotripsy . Post-1VL dilatation 77.5% 79.3% 0.424
Lesion length, mm 88.8+69.9 | 95.5+76.1 0.098
B Women IVL pulses 191.4 £ 98.8 190.1 £ 111.5 0.830
1Schramm and Rochon. Semin Intervent | & . 100% IVL as onIy Catt
Radiol. 2018;35(1):9-16. Calcified length, mm | 105.0+80.4 | 118.6 £93.9 | 0.007 B Men . . 78.8% 77.5%
2Jelani et al. Curr Atheroscler Rep. modlfylng thera PY
2018;20(8):40. Vod P=0.007 g 0.562
oderate-severe 50% | P=0.001 IVL + adjunctive Ca**
Pre-IVL Treatment* Post-IVL Treatment* 59 1.49 . 30.4% 33.3% ' o * 21.2% 22.5%
*Micro-CT scan analysis: R Virmani, CVPath Institute. Ca ICification 86 5 A) 9 4/0 O 005 ° 21.9% 24'7% mOdIfylng thera py
Study FIOW and Patients Eccentric 18.1% 20.9% 0.217 0% -.
Baseline Post-1VL Final Adjunctive Therapy m Women
100% B Men
PAD lll OS Sub-analysis:
Sex-specific IVL treatment of 579 54%
PAD IIl OS calcified peripheral arteries o) . . 50% ° ? .
orospective, multicenter 100% Lesion Location B Women o 34% 319
single-blind, observational study 7% 5% 16% 11% ._._
Angiographic core lab assessment matched analysis Location of treated lesions significantly differed between women and men (p=0.001) M 09 L meees EEEE N
NCT02923193 of heavily calcified de novo peripheral artery lesions = en
VL = adjunctive therapy* 47(y 50% Sp. Balloon Atherectomy DCB Stent
: o) o
: *Calcium-modifying therapy was used at operator’s discretion and includes specialty balloons and/or atherectomy. DCB
Enrollment: 1373 patients SOA)
November 2017 — June 2021 and/or stents used in both groups.
Women Men o group
Objective: Assess “real-world” n =377 (29.9%) n = 885 (70.1%) 2 2 A) 0 15(y
periprocedural outcomes of IVL for 9% 12% 13 A) 12% 9% 0
treatment of calcified, stenotic, ~
peripheral arteries Objective: Assess “real-world” periprocedural o) -_ - c I
outcomes in women vs men following IVL treatment O A’ O n C u S I O n S
of cacified PAD lliac SFA CFA Popliteal BTK
*No per protocol treatment algorithm; adjunctive therapy use per operator’s discretion. o Consistent procedural Safety between women and men
. * Consistent reduction in stenosis in both women and
Characteristic en
o/ . . . . .
Age 73.6 9.6 71.2£86 <0.001 > Serious Angiographic Complications 5 Women * IVL may be considered a front-line therapy for the
Hypertension 94.7% 93.6% 0.447 . - .
—— treatment of heavily calcified PAD in both women and
Hyperlipidemia 89.9% 38.8% 0.574 No significant difference between women and men H Men Y
Diabetes mellitus 56.1% 55.9% 0.952 men
Coronary artery disease 57.3% 67.6% <0.001 1.4% 1.2%
Prior myocardial infarction 19.0% 25.6% <0.001 0.6% 0) 5% 0
. (0)
Prior CABG or stenting 45.7% 56.1% <0.001 0% - - 0.2% 0.1% 0% 0% 0% 0% 0% 0%
(0]
Renal insufficiency 27.2% 27.3% 0.958 . . . . .
—— Any Dissections D-F Perforation Distal Emboli Slow Flow/No Reflow Abrupt Closure
On dialysis 21.6% 33.1% 0.033
Ankle-brachial index 07403 08403 0.003 Funding for PAD Il OS was provided by Shockwave Medical
Critical limb-threatening ischemia 38.4% 35.4% 0.303 SPL-67405 Rev. A
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