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PRIMARY AND SECONDARY ENDPOINTS

Complete aneurysm occlusion defined as Raymond-Roy grade 1 without significant
parent artery stenosis (<50%) or retreatment of the target aneurysm through 1 year.

PRIMARY EFFICACY ENDPOINT

Major stroke in the territory supplied by the treated artery or neurologic death at 1-year
post-procedure

PRIMARY SAFETY ENDPOINT

Stroke is defined as a focal neurological deficit of presumed

vascular origin persisting for >24 hours from symptom onset with
a neuroimaging study or other quantitative study

Major stroke in the territory supplied by the treated artery or neurological death at 30
days post-procedure due to procedural complications

SECONDARY ENDPOINT #1

SECONDARY ENDPOINT #2 Delayed intracerebral hemorrhage (ICH) >30 days post-procedure

SECONDARY ENDPOINT #3 Device deployment success rate at the target site
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TARGET ANEURYSM LOCATION (PER CORELAB) -ITT

Parent artery location
3.9%(@®) ACA 8(3.9%)
\. l ”, A1 (origin to anterior communicating) 3 (1.5%)
A2 (distal to anterior communicating) 5 (2.5%)
Anterior communicating artery 12 (5.9%)
MCA 16 (7.8%)
76.0% (155) M1 (origin to bifurcation) 2(1.0%
M2 (distal to bifurcation) 1(0.5%)
MCA bifurcation 13 (6.4%)

C6: 41.2% (84)

Cs: 8.8% (18)

C7:19.1% (39)

C3:1.5% (3)

C7 includes carotid terminus
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Through 1 year post-procedure

v Primary effectiveness endpoint :71.7%
» Complete Aneurysm Occlusionin 75.0% of patients
» Nosignificant stenosis (250%)in 98.9% of patients

v Primary Safety endpoint: 3.23%

» Major stroke experienced by 2.9% of patients
» Neurologicaldeathoccurredin 2 cases (1.0%)

OFSH ZIt2 Flow-diverter A|&9| S5 Z9| ILIOI A|& & 30 YLO| L/SWE [0l oA ED

=
Cion), AHEQS HX| 4ZES 98%=E 803 ME ALY ZUE ERASLCL?

SECONDARY ENDPOINT #1 (SAFETY)

Major strokein the territory supplied by the treated artery or neurological death at 30 days post-procedure due to procedural complications:

2.9% (6/204)
SECONDARY ENDPOINT #2 (SAFETY)

Delayed intracerebral hemorrhage (ICH) >30 days post-procedure:

0% (0/204)

SECONDARY ENDPOINT #3 (EFFICACY)

Device deployment success rate at the target site

98.0% (200/204)
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PROMOTES HEALING.
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IMPROVES PERFORMANCE.
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