Computer-Aided Aspiration Thrombectomy for the Treatment of Pulmonary Embolism:
Interim Analysis of the STRIKE-PE Study
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Purpose Results Results (continued)

The objective of the STRIKE-PE study Is to evaluate real-world long-term Median Ch . Viean Ch - euerol
functional outcomes, safety, and performance of computer-aided mechanical Interim analysis o e can &hange In Sysioic
un(; _ : y_, P _ € Ol P _ o B RV/LV Ratio Pulmonary Artery Pressure (sPAP)
aspiration thrombectomy with the Indigo Aspiration System (Penumbra, Inc., Baseline characteristics (N=60) L6
Alameda, CA) for the treatment of pulmonary embolism (PE). The purpose Demographics L4 -
of this abstract is to report results from an interim analysis of this study. Age, Y 59.4 + 15.7 10 - 0o I
Sex, female, % (n) 43.3% (26) CTAiieIse 0o (24.3%) ' (19.9%)
Medical history, % (n) SN 0.4 -

MEthOdS - STRI KE'PE StUdy —ypertensign 53.3% (32) 8(2) ] P <.001 P <.001

. . . Hyperlipidemia 35.0% (21) Baseline 48 hours Baseline  After Indigo aspiration
StUdy deSIQH POSt'market, prOSpeCtIVG, mU|tICenter Dlabetes 33 3% (20) Change calculated by using matched image pairs (n=44) Change calculated by using matched image pairs (n=50)
Planned enrollment: 600 subjects, 55 global sites Deep vein thrombosis 25.0% (15) Median Borg Scale of Mean Change in
Study device: Indigo Aspiration System COVID-19, active or previous 20.0% (12) Perceived Dyspnea at Rest 6-Minute Walk Distance

_ . PE classification, % (n) 7 290

Follqw-up ts.ched.ule.. 48 hours, discharge, 90 days, and 365 days Submassive 95.0% (57) : )
Key inclusion criteria: Massive 5.0% (3) | Distance. :

* Clinical signs and symptoms consistent with acute PE with duration of o : A 10
14 days or less Periprocedural data, Interim analysis ' — 0 : P <.001

. . . . median [IQR] or % (n) (N=60) . | .

° >0). — _ Baseline Discharge 90 days Discharge 90 days
RV/LV ratlo O 9 assessed by dlagnOStIC COmPUted tomographlc éymptom onset to admission t|me’ ha 24 [8-104]b (N=54) (N=46) (N=27) Change calculated by using matched image pairs (n=22)
angiography (CTA) or echocardiogram ' Symptom onset to puncture time, d 2.4 [1.1-4.7]

* Frontline endovascular treatment with the Indigo Aspiration System Thrombectomy time, min® 36 [21-50]° :

er IFU ICU length of stay after procedure, de 1[1-2] Case Presentation

_ P s _ _ No ICU stay required 34.5% (19)9
Erm_ary ogrformance endpoint: Change in RV/LV ratio (matched Hospital length of stay after procedure, d 4 [3-6]9
IMmaging pairs with CTA or EChO) at 48 hours p()st-procedure apPatients admitted before symptom onset were imputed to an admission time of 0. PN=59. ctN=58.

_ _ _ _ _ dFirst Indigo device insertion to last Indigo device removal. ®Subjects indicated as not admitted to
Primary safety endpoint: Composite of major adverse events (major the ICU are excluded from the calculation. 'N=36. IN=55.
bleeding and device-related death, clinical deterioration, pulmonary _ _
vascular injury, and cardiac injury) at 48 hours Interim analysis

Jury, | jury Outcomes, % (n) (N=60)

Secondary endpoints: Major adverse events within 48 h (composite) 1.7% (1)

- Quality of life and functional outcome at 90 days Major bleeding? 1.7% (1)°

. . . Device-related death® 0.0% (0) A [ e e e
|nCIdenCe Of deV|Ce related SAES Device-related clinical deterioration2 0.0% (O) Tthe procedure Thrombus removal with Lightning 12 | | from 1.89 to 0.94

* Any-cause mortality within 30 days Device-related cardiac injury? 0.0% (0)

o Symptomaﬂc PE recurrence within 30 days Device-relatec pulmonary vascular inju_rya 0.0% (0) .

Interim analysis: Device-related serious adverse eventse 1.7% (1) COﬂClUSIOnS
| ' | | Any-cause mortality within 30 d¢ 0.0% (0) . . . .
. 60 patients enrolled in 17 sites Recurrent PE within 30 d¢ 0.0% (0) The substantial reductions |fn RVILV Ir atio and sPAP, short thrombectomi]/
o FO”OW-Up and monitoring are Ongoing aPer independent medical reviewer. PAccess site hematoma requiring transfusion. ¢Per tlme’ and |mprovements In functional outcome measures demonstrate that

independent medical reviewer else principal investigator. 9Per principal investigator. treating PE with nghtnlng 12 Is safe and effective in a real-world population.



