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Background: Partial aortic occlusion in pre-clinical research
induced a 30% increase in cerebral perfusion with minimal
increase in blood pressure or other notable side effects. The
proposed mechanism of action involves cerebral collateral
recruitment and salvage of penumbral tissue. Clinical feasibility
studies in 29 ischemic stroke patients up to 12 hours from
symptom onset showed a reduction in neurological symptoms
(decline in NIHSS >3) in over 60% of patients during the treatment
and at 24 hours, and an acute perfusion increase in over 80% of
patients. This feasibility work justified a pivotal trial - Safety and
Efficacy of NeuroFloTM for Treatment of Ischemic Stroke
(SENTIS). SENTIS is a prospective, controlled, randomized, multi-
center trial designed to demonstrate the safety and efficacy of the
NeuroFlo treatment relative to medical management alone in
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Enrollment Demographics:

Baseline Through
characteristics 470
patients
Age at enrollment 67.9 years
Baseline TFSO 7.8 hours
Baseline NIHSS 10.6
Gender 257 male
213 female

Randomization Strata
(through 467 patients)

NIHSS = 11-18
TFSO = <5 hours

NIHSS = 5-10
NIHSS = 510 JFSO= <5 hours
TFSO = >5 hours,

NIHSS = 11-18
TFSO=>5 hours

Treatment:

Treatment involves placement of the NeuroFlo™

improving 90 day neurologic outcome in ischemic stroke patients.

Recruit collateral

24 Hours

MR perfusion deficit estimations (,,+2sec) for an ischemic stroke
patient at presentation, immediately after NeuroFlo and at 24 hours

catheter (CoAxia, Inc.) in the descending aorta, sequential inflation
of two independently controlled balloons in the infra- and supra-
renal position to a 70%-90% occlusion, with an indwelling time of
45 minutes. Treatment is within 14 hours of stroke onset. Infra-
renal (ie, iliac, femoral) pressures are reduced by a target of
15mmHg and flow (cardiac output) is redirected from the lower
extremities to the core organs - including the cerebral vasculature.

Mean Changes in Supra-renal (SR) and Infra-renal (I
During NeuroFlo Procedure (N=198)
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of the descending aorta with dual
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CT perfusion images at baseline and 4 hours post
NeuroFlo treatment
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68 Clinical Study Sites have Completed Enrollment (
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