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Presentation Number: LB4 

Presentation Title: A Comparison of Direct Aspiration vs. Stent Retriever as a First Approach 
("COMPASS"): A Randomized Trial 

Author Block: J Mocco, Mount Sinai Hosp, New York, NY; Adnan Siddiqui, Univ at Buffalo, Buffalo, NY; 
Aquilla Turk, III, Medical Univ of South Carolina, Charleston, SC 

Abstract Body:  
Background and Objective 
Stent retriever thrombectomy of large vessel occlusion results in better outcomes than medical therapy 
alone. A recent European study designed to evaluate superior angiographic outcomes with an aspiration 
first pass approach failed to show superiority but suggested similar clinical outcomes. COMPASS is 
designed to evaluate whether patients treated with a direct aspiration first pass (ADAPT) approach have 
non-inferior functional outcomes to those treated with a stent retriever as first-line (SRFL) approach. 
Materials and Methods 
270 patients were enrolled into this prospective randomized open label, blinded outcome assessment 
and core lab adjudicated trial. Randomization was 1:1 to treatment with either ADAPT or SRFL 
thrombectomy. Primary outcome is non-inferiority of clinical outcome at 90d as measured by the 
percentage of patients achieving mRS of 0-2. Secondary outcomes include angiographic outcome, 
procedural time, mortality and cost analyses. 
Results 
COMPASS completed enrollment on July 5th, 2017. Final Data Lock is anticipated by October 31st, 2017; 
upon all follow-up completion and data verification. Preliminary demographic and presentation-imaging 
analyses show excellent balance between cohorts (Table 1). COMPASS has achieved successful collection 
of 96% of 90d mRS for enrolled patients and 100% of imaging data. Final results will be made available 
for presentation at ISC 2018. 
Conclusions 
COMPASS is the first prospective randomized open label, blinded outcome assessment and core lab 
adjudicated trial of patients treated with either ADAPT or SRFL approaches specifically designed to 
determine non-inferiority in functional outcome. Current indicators demonstrate COMPASS has 
achieved an extremely low loss-to-follow-up rate. These data will provide substantial insight into the 
appropriateness of aspiration thrombectomy 
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Abstract Body:  
Background 
EmboTrap® is a novel stent-retriever designed to achieve substantial reperfusion in acute ischemic 
stroke (AIS) patients by addressing varying compositions of the clot causing large vessel occlusions 
(LVO). We evaluated EmboTrap’s safety and efficacy compared to US-approved predicate devices. 
Methods 
ARISE II was a prospective, multicenter study, comparing Embotrap® device to a performance goal 
derived using a Bayesian meta-analysis from SWIFT and TREVO2 trials. We enrolled patients from 19 
sites (11 in the USA and 8 in Europe). Patients were eligible for inclusion if they had AIS with moderate 
to severe NIHSS and LVO within 8 hrs of symptom onset. The primary efficacy endpoint was modified 
thrombolysis in cerebral infarction (mTICI) scores≥2b reperfusion. Primary safety endpoint was the 
occurrence of Symptomatic Intracerebral hemorrhage (sICH) within 24 hours (-8/+12 hrs) post-
procedure with any other Serious Adverse Device Effects. Secondary outcomes were modified Rankin’s 
Scale 0-2 at 90 days, and rate of first pass effect. ClinicalTrials.gov:NCT02190552 
Results 
Between Oct 2016 and Feb 2017, a total of 227 patients were enrolled in the study. The mean age was 
68.1 (13) years; 46.1% were male. Median baseline NIHSS was 16 and 65.8% received IV-tPA. 
Results for the primary efficacy endpoint and primary safety endpoint will be reported in the treated 
and per-protocol populations. Additional revascularization data including rate of first pass effect will be 
described. The rate of modified Rankin Scale of 0-2 at 90 days will be presented. 
Conclusion  
The ARISE II trial will provide important revascularization, safety and clinical outcome data after 
EmboTrap mechanical thrombectomy in AIS. 
Funding 
Neuravi 
 
Author Disclosure Block: O. Zaidat: None. H. Bozorgchami: None. 

 

 

 

 

 

 

 



Presentation Number: LB6 

Presentation Title: Subgroup Analyses of the DEFUSE 3 Study 

Author Block: Maarten G Lansberg, STANFORD UNIVERSITY, Stanford, CA; DEFUSE 3 Investigators 

Abstract Body:  
Background: DEFUSE 3 is a phase 3 randomized controlled trial of endovascular plus medical therapy 
versus medical therapy alone in the 6-16 hour time-window for stroke patients with a large vessel 
occlusion in the anterior circulation and evidence of salvageable brain tissue on baseline MR or CT 
imaging. The aim of this abstract is to report the effect of endovascular therapy on functional outcome 
as a function of potentially important effect modifiers. 
Methods: Co-variates that were a priori believed to be potentially important effect modifiers included 
time-to-treatment, baseline infarct volume, age, CT vs MRI patient selection, and baseline ASPECT score. 
The interactions between endovascular therapy and these co-variates on clinical and radiological 
outcomes were assessed with multivariable regression analyses. The primary clinical outcome was the 
modified Rankin Scale score at day 90 and the primary radiological outcome was early lesion growth 
defined as the change in infarct volume between baseline and 24-hour follow-up MRI. 
Results: Of the 182 patients enrolled in the DEFUSE 3 study, 72.6% were selected using multimodal CT 
imaging and 26.8% using MR. Median age was 70.5 (IQR 59 - 80), median NIHSS 16 (IQR 11-21), median 
ASPECTS score was 8 (IQR 7-9), baseline ischemic core lesion volumes ranged from 0 ml to 70 ml, and 
median time from stroke to randomization was 10h 48m (IQR 8h 43m - 12h 42m; range 6h 5m - 15h 
54m). The results of the analyses that assess whether the effect of endovascular treatment is modified 
by these baseline variables are under embargo and will be presented at the International Stroke 
Conference. 
Discussion: The selection criteria utilized in the DEFUSE 3 trial resulted in a patient population that 
varies widely in terms of age, baseline clinical and radiological severity, and time from symptom onset to 
randomization. This heterogeneity allows us to compare the effect of endovascular treatment across a 
wide range of patient subgroups. 
 
Author Disclosure Block: M.G. Lansberg: None. 
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Presentation Title: The Effect of Rivaroxaban with Aspirin on Stroke Outcomes in the Cardiovascular 
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Abstract Body:  
Background: COMPASS compared the effects of rivaroxaban alone or combined with aspirin in patients 
with atherosclerosis in 27,395 participants. Significant reductions in stroke were noted in individuals 
assigned rivaroxaban 2.5mg BID plus ASA 100 mg OD compared with ASA alone. We examined the 
effects of treatment on stroke disability and determined the predictors of stroke in the COMPASS cohort 
and the absolute reductions in stroke in those at high risk.  
Methods: COMPASS randomized patients with stable coronary artery disease (91%), peripheral artery 
disease, including carotid stenosis or revascularization (27%) or both (18%). Major exclusion criteria 
included stroke within 1 month, symptomatic lacunar stroke or intracerebral hemorrhage. Stroke was 
adjudicated by blinded adjudicators and classified as ischemic, hemorrhagic and uncertain. Modified 
Rankin scores were obtained at 7 days in those with stroke. Proportional hazards regression models 
were constructed to identify independent determinants of stroke and characterize participants by risk 
status.  
Results: Participants with incident stroke (342, 1.2%) were older (70 vs 68) and more likely to be Asian, 
have hypertension, diabetes, or heart failure. Compared with ASA, the risk of ischemic stroke was 
significantly reduced by the combination of rivaroxaban and ASA and with no significant difference in 
hemorrhagic stroke or hemorrhagic transformation of ischemic stroke (Table). The risk of disabling 
stroke was decreased by the combination compared with aspirin. In those at highest risk, combination 
therapy reduced the risk of stroke from 1.5% to 0.8% per year (HR 0.54, 95 CI 0.34-78).  
Conclusion: Rivaroxaban with ASA is associated with fewer ischemic strokes and a higher likelihood of 
disability-free status at 7 days without a significant increase in hemorrhagic strokes. The risk of ischemic 
stroke in high-risk patients was nearly halved by rivaroxaban plus aspirin vs. aspirin. 
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