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Klinikum rechts der lsar, Munich, Germany TriKealth, OH, USA 26/100,000 32 _53.8% Common in patients with chronic total
Jarrad Rowse, MD Frank R. Arko, MD occlusions or in-stent restenosis®
University of Alabama at Birmingham, AL, USA Sanger Heart and Vascular Institute, NC, USA [ ey ] Associated with higher rates of major
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STRIDE: A tudy of Patients with Lower Extremity Acu e Limb Isc
emove Thrombus with the n_igo® Aspiration Syst m

STRIDE Study Take-Aways

Objective: Prospective, post-market, international study to collect safety and ClinicalTrials.gov ID:
performance data on the Indigo Aspiration System in a patient population with LE-ALI NCT04144959 First-line Treatment with Indigo 30-day Target Limb Salvage (TLS) 98.2% (109/111)
65-day TLS 5% (777
High limb salvage rates 365-day TLS 88.5% r7an)
Study Pls ‘Thomas Maldonado, MD | Vascular Surgeon | New York University Langone Health, NY, USA N Technical Success 96.3% (105/103)
Excellent technical success
Sites 16 (13 US, 3 EU) Low device-related SAEs Device-related SAEs 0.8% (1/119)
30-day Mortality 3.4% @iy
Improved Quality of Life 365-day Mortality 12% (121100)

Primary Safety Endpoint:
Target limb salvage (TLS) at 30 days post-procedure
Key Endpoints  Key Secondary Safety and Performance Endpoints:

Technical success, patency at 30 days, TLS at 365 days, periprocedural major bleeds, %ﬁﬁlﬂ 30-day I:I'Efﬂ; 365-day
B §
E]

‘mortality at 365 days . I

published & - published

A

Follow-up 30-day, 365-day follow-up

;m Patients 119 (55 female, 64 male) Low mortality
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Historical ALI Benchmark Data

outcome | Opensurgery __| STRIDE:
Target Limb Salvage at 30 days 83.1%20 98.2% (109/111)
Target Limb Salvage at 365 days 77.3%% 88.5%' (77ie7)
Patency at 30 days 78.6% 89.4%' (1011113
Mortality at 30 days 13.20%¢ 3.4%" (4/119)
Mortality at 365 days 33.8%* 12.0%' (12/100)
Major Bleeding 21.0%5¢ 4.29%° (5119)
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Baseline | Demographics & Medical History

Subgroup Analysis
Native vessel thrombosis (N=71)
In-stent thrombosis (N=29)
In-graft thrombosis (N=19)
In-stent vs. native vessel

In-graft vs. native vessel

Al Patients (N=119)

Age s, mean  50) 6631327
Sex, Female 4825 (51119
BMI /m2. mean50) 279+621
Hypertension 86.6% (103119
Coronary Artery Disease 328 1o
Atial Fibrilation 200% 23110
Hyperlpidemia 840 (100119
Previous intervention on the afected limb 538 (119
Tobacco use within zst 10 years 538 (4119
Diabetes melltus T8k 110
Renal FailureInsuffciency 015 (127119

Previous greft > 6 months
Stent
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Baseline

Significant differences for subgroup comparisons: !
In-stent vs. Native Vessel
Lover rale of alrial fbrilation 0.0% vs. 31.0% P <001
72.4% vs. 25.4% P <001
135.0mmys.56.5mm P <001

Rutherford Classification
(Al Participants)

IIb - Threatened Immediately

Higher rate of chronic limb ischemia
Longer median thrombus length

Greater supericlal femoral artery (SFA)
involvement

Higher rate of coronary artery disease 63.2% 5. 28.2% P=.007
89.5% vs. 25.4% P<.001
250.0 mm vs. 56.5 mm P<.001

82.8% vs. 42.3% P <001

Higher rate of chronic limb ischemia
Longer median thrombus length

| - Viable Ila - Threatened Marginally

i No significant differences in group comparisons for Rutherford or modified SVS runoff score, P > .05

Baseline

Rutherford Classification
(Al Participants)

IIb - Threatened Immediately

| - Viable lla - Threatened Marginally
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i Significant differences for subgroup comparisons:
Lower rate of atial fibrillation 0.0%vs. 31.0% P<.001
72.4% vs. 25.4% P<.001

135.0 mmyvs. 565 mm P <001 {

Higher rate of chronic fimb ischemia
Longer median thrombus length
Greater supericial femoral artery (SFA)

82.8% 5. 42.3% P <001
involvement
rait vs. Native Vessel
Higher rte of coronary artery disease  63.2% vs. 28.2% P =007

Higher rate of chronic limb ischemia
250.0 mm vs. 56.5 mm P<.001

89.5% vs. 25.4% P 001
Longer median thrombus length

No significant differences in group comparisons for Rutherford or modified SVS runoff score, P > .05
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Baseline

i Significant differences for subgroup comparisons: i
In-stent vs. Native Vessel

Lover rate of atrial fbrilation 0.0% vs. 31.0% P <001
72.4% 5. 25.4% P <001 {

Rutherford Classification
(Al Participants)

IIb - Threatened Immediately

Higher rate of chronic limb ischemia
135.0 mm vs. 56.5 mm P <001

Longer median thrombus length

Greater superfcil femoral artery (SFA)
involvement

o g In-graft vs. Native Vessel
. Higher rate of coronary arery disease  63.2% vs. 28.2% P=.007
89.5% vs. 25.4% P<.001 ‘

82.8% vs. 42.3% P<.001

Longer median thrombus length 250.0 mm vs. 56.5 mm P<.001

} Higher rate of chronic limb ischemia

| - Viable Ila - Threatened Marginally

No significant differences in group comparisons for Rutherford or modified SVS runoff score, P > .05 !
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Peri-Procedural Characteristics | All STRIDE Participants

Adjunctive thrombolytics permitted
at discretion of treating physician

Thrombectomy + overnight ysis

Single Session

60.5% of STRIDE patients received
no thrombolytics

Note:

Procedural Characteristic
(All Participants)

% (n/N) or Median [IQR]

82.8% (96/115)
22.0[12.0, 47.0] min

Hospital Stay Y i
T i) % (n/N) or Median [IQR]

Patient had an ICU stay 30.3% (3119)
Length ICU stay (n=36) 2.5[15,44] days

<400 cc Est. Blood Loss Volume*
Indigo Aspiration Time** (n=83)
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Peri-Procedural Characteristics | Subgroup Comparison

Efficacy Results | Subgroup Comparison

3 STRIDE STUDY

P —— [r———— P Value NatveVessel  9.1%  PVaue  NatweVessel  S8.8%  Plaue  Natve Vessel % e
In-stent 100.0% P n-stent 9%.3%  Pe.s0 In-stent 703%  pe0e
Overnight Lysis .20 1M13%  P=514 Overnight Lysis 52.6nvs. 11.3%  P<.001
In-grat 100.0% et In-grat 100.0% P9 n-gralt 7% poow
Indigo Aspiration Tirme 18.0%.23.0mn  P=.172 Indigo Aspiration Time 37.0w.23.0min  P=.250 AT PE P o
Rates of Thrombus Removal P >.999 Rates of Thrombus Removal P=017
Complete 65.5% v5. 66.2% Complete 36.8% vs. 66.2% Thrombus Location Hazard Ratio (95% CI) P Value
Partil 34.5% 5. 33.8% Partal 57.9% 1. 33.8% Gratvs. Native 0.7(01,62) »
None 0.0% 5. 0.0% None 5.3%v5.0.0% [sentes wane 3801189 : ]
.
i While in-stent thrombosis predisposes to a higher rate of retreatment over time, likely due to a mix of patient-related
Note | {_factors and of stent, ™ the overall patency at 30 days between both groups was not si different. |
) removal.
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Safety Results
Safety up to 30 Days | Subgroup Comparison

Device-related SAE* Major Bleeding, Peri-procedural**

30-day Mortality

Native Vessel 1.4% P Value Native Vessel 4.2% P Value Native Vessel 4.2% P Value
In-stent 0.0% P>.999 In-stent 0.0% P=.554 In-stent. 3.4% P>.999
In-graft 0.0% P>.999 In-graft 10.5% P=.284 In-graft 0.0% P> .999

for all primary or secondary safety outcomes

Low rates of safety events and no significant differences in group comparisons

STRIDE Subgroup Analysis | Conclusions

o First-line treatment of LE-ALI with Indigo Aspiration System yields similar
outcomes in patients with in-stent, in-graft and native-vessel thrombosis.
« In-graft thrombosis may require increased use of overnight lytics
 In-stent thrombosis may require retreatment within 30 days but has equal
patency
Al subgroups achieved:
« high technical success (93.7%-100%)

« excellent 30-day target limb salvage rates (96.3%-100%)
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Now available online in the
Journal of Vascular Surgery

STRIDE In-stent/In-graft

Ops5HO

« low incidence of device-related SAES (0.0%-1.4%)
Note: tegor » These results suggest that LE-ALI events, in challenging settings of in-stent or
i in-graft thrombosis, can be treated with first-line mechanical aspiration
o Jod e ploay | thrombectomy just as safely and effectively as in native vessels.
= i
/
Endovascular Therapy Research in ALI
PEARL' CELTP
‘withoul aduncive catheler- extraciion techri Vacuum
dected hronbolyss (CO7) (TRACT) wih ronbeciomywihindgo  trombeicmy wih o i ndgo Thronbectony (CAVT)
o—0—0— O ©
Additional evidence is vital in continuing to establish the safety profile and | STRIDEN
procedural efficacy of Indigo with CAVT as a first-line approach for the treatment of {\ stupy
patients with LE-ALL, including those with in-stent thrombosis

1)-Loung DA, 1 s J Endovase Thar. 2015:2(4)p548-57.
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