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Background : Partial aortic occlusion increases CBF and
reduces infarct size in animal models. The clinical efficacy of
partial aortic occlusion (NeuroFlo™ catheter, CoAxia Inc.,
Maple Grove, MN) is being tested in SENTIS, an ongoing
prospective, randomized, multi-center trial enrolling ischemic
stroke patients up to 14 hours time from symptom onset
(TFSO). The Flo 24 Stroke Trial studied the safety and
feasibility of NeuroFlo treatment from 8 to 24 hours after
ischemic stroke onset.

Methods : A multi-center, single-arm trial was conducted at 9
sites. Ischemic stroke patients, aged 18-85 years with an
NIHSS of 4-20 within 8-24 hours from symptom onset and
perfusion-diffusion mismatch on MRI were enrolled.
Sequential inflation of two independently controlled balloons
in the infra- and supra-renal aorta (Fig 1), each to a 70%
occlusion, were performed with an inflation time of 45
minutes. Patients were followed for 90 days.

Table 1. Baseline Demographics

Enrolled
Demographic Patients
N =25
Age 63.4+13.3
Baseline NIHSS
Mean 12.8+4.9
Median 12.0
TFSO to Treatment 15.7+4.2
Gender
Male 11 (44%)
Female 14 (56%)
Hx of Diabetes
Non Insulin Dependent 7 (28%)
Insulin Dependent 1 (4%)
Hx of Smoking
Previous 7 (28%)
Current 10 (40%)
Hx of Hypertension 21 (84%)
Hx of Atrial Fibrillation 4 (16%)

Table 2. Clinical Outcome at 90 Days

Patients .

90 Day Patients =G Baseline NIHSS Tandem Age with No or P_artllesnts

Status to Tx Only AE with SAE
n mean + sd mean * sd median % mean * sd n n
mRS 0-2 12 17.1+4.3 9.1+3.0 9.0 16.7% 62.8 + 10.5 10 2
mRS 3-5 8 156+4.2 15.3+35 16.5 75.0% 60.3 +14.9 5 3
Death 5 127+26 17.8+4.0 18.0 80.0% 70.0+17.0 0 5
All 25 15.7+4.2 128+4.9 12.0 48.0% 63.4+13.3 15 10

Results : A total of 26 patients were enrolled between May 2007 and Fio

September 2008. One patient was not treated due to anomalous anatomy.
Baseline characteristics of the 25 treated patients are presented in Table 1.
As shown in Table 2, patients with adverse clinical outcomes (death or
mRS 3) appeared to be older and/or to have a worse NIHSS at baseline.
There was no apparent association between worse clinical outcome and
the time from symptom onset to NeuroFlo treatment.

Adverse Events (Table 3) : Of the 25 treated patients, 5 patients died (4
had stroke progression, 1 with sepsis) and 5 patients had non-fatal serious
AEs: 1 had pseudoaneurysm requiring surgery, 1 had a hemorrhagic
transformation (PH1) with respiratory failure and a Gl bleed, 1 had elevated
ammonia level and change in mental status, 1 had an ICA stenosis requiring
surgery, and 1 patient had stroke progression.

Table 3. Adverse Events Through 90 Days

90 Day Response Patients -It—:):?_g Baseline NIHSS
n mean + sd mean * sd median

No Events 2 18.4+6.7 7.0£4.2 7.0

Non-serious AEs Only 13 16.6 £3.9 11.7+4.3 11.0

Non-fatal SAE 5 15.3+52 13.0+4.4 12.0

Death 5 12.7+2.6 17.8+4.0 18.0

All 25 15.7+4.2 12.8+4.9 12.0
Conclusions : Partial aortic occlusion using the
NeuroFlo catheter in stroke patients at 8-24 hours from
symptom onset appears safe, without increased risk of

hemorrhagic transformation or other SAE.

Caution: Investigational Device. Limited by Federal (US) Law to Investigational Use.

CASE EXAMPLE
This 79 year old female presented with an NIHSS of

8; following NeuroFlo treatment, her NIHSS
decreased to 4 with improved flow in the affected
MCA. Her mRS at 90 days was 1.
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