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What Is New With The Penumbra Indigo Clot Aspiration
Systems: Improved Mechanical Catheter And Computer Based
Clot Removal Indigo Systems:

New Size Catheters For The Treatment Of Acute Arterial Clot -
How The Systems Work And Why They Improve Clot Removal In
Various Vascular Beds: Is Open Surgery Ever Needed
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STRIDE Study of Lower Extremity Yo
Acute Limb Ischemia (LE-ALI)

Collect safety and performance data on the Indigo Aspiration System in a patient population

with lower extremity acute limb ischemia (LE-ALI)

Pl: Thomas Maldonado (NYU Langone Health, New York, USA)
16 sites (13 US, 3 EU)
119 patients (55 female, 64 male)

Primary safety endpoint:
« Target limb salvage (TLS) at 30 days post-procedure
Key secondary safety and performance endpoints:
« Technical success, patency at 30 days, TLS at 365 days, periprocedural
major bleeds, mortality at 365 days
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365-day follow-up

s
Bt

Presentation Treatment Results

Baseline Rutherford Score

Firstline mechanical
thrombectomy performed
using Penumbra Indigo
Aspiration System

The Indigo Aspiration System is a safe,
effective therapeutic option to restore flow
and alleviate symptoms of ALI
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STRIDE Study Take-Aways

First-line Treatment with Indigo 30-day Target Limb Salvage (TLS) 98.2% (103/111)
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Historical control surgical outcomes vs. STRIDE

Target Limb Salvage at 30 days 83.1%(20] 98.2%! (109/111)
Target Limb Salvage at 365 days 77.3%[2b 88.5%!1 (77/87)
Patency at 30 days 78.6%031 89.4%!(1 (101/113)
Mortality at 30 days 13.2%M 3.4%]51 (41119

Mortality at 365 days 33.8%4 12.0%!(" (121100)

Major bleeding 21.0%[6.1 4.2%15) (5/119)
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Baseline Results
Sex Differences Sub-analysis ) o Sex Differences Sub-analysis
Baseline Rutherford Classification

Female
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Target Limb Salvage at 30 days

Technical Success

Patency at 30 days

Improvement in Modified SVS runoff score.
(pre- vs. post-procedure), median [IQR] n=106 (51
female, 55 male)

98.2% (109/111)

96.3% (105/109)

89.4% (101/113)

6.0(0.0, 11.0]

p=1.0000

p=0.6212

p=0.2196

0.8477

10

v
) srmoe
(| stupy’

Conclusions

+ Excellent limb salvage rates, low device-related SAEs, and high rates of technical success for both males and females

High Target Limb.
Salvage Rate

Low Device-related High Technical
SAE Rate Success Ra

Rate
98.2% (109/111) 0.8% (1/119) 96.3% (105/109)

- Despite a more complex clinical presentation among females, revascularization outcomes were similar to males

Female Male Female Male Female Male Female Male
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30-day Target Limb
Salvage Rate

Technical
Success

Improvement in Modified

Patency Rate SVS Score Post-procedure

- In this study, mechanical thrombectomy provided a safe and effective alternative therapeutic option for both female and
male LE-ALI patients with excellent results compared to historical surgical literature
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