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Status RECRUITING
Sponsor Galaxy Therapeutics INC
Enrollment 200 participants

Key Eligibility Criteria

Inclusion (18)

• to 80 years of age at the time of screening.

• Unruptured aneurysm requiring endovascular treatment suitable for SEAL device and meet the AHA guidelines for management 
of unruptured aneurysm.5 If there is evidence of an additional aneurysm requiring treatment, the secondary aneurysm must also 
be treatable using a SEAL™ System Device, either during a single procedure or consecutive procedures.

• No additional preplanned implanted devices are permissible except for as medically required for patient safety during the 
procedure.

• Ruptured aneurysm

• Ruptured aneurysms may be included according to the following criteria: The subject is neurologically stable with no seizure at 
the onset of the SAH, not requiring EVD placement prior to inclusion.

... and 13 more (see full listing online)

Exclusion (20)

• Aneurysm features unsuitable for endovascular treatment with an intrasaccular device such as fusiform, dissecting pseudo 
aneurysm, or mycotic aneurysm.

• Aneurysms smaller than 2.5 mm and larger than 20 mm in dome width.

• Inability to access target aneurysm with microcatheter due to intracranial atherosclerosis, proximal or intracranial vessel 
tortuosity or poor aneurysm angle take-off.

• Patients with two 360 degrees loops in the carotid or vertebral arteries.

• Presence of vascular disease or other vascular abnormality that could prohibit access to index aneurysm such carotid stenosis 
or diminished caliber of the target artery.

... and 15 more (see full listing online)

Locations (4 total)

Angiosur, Itagüi, Medellín, Colombia
Auckland City Hospital, Auckland, Auckland, New Zealand
Punjab Institute of Neuroscience (PINS), Lahore, Lahore, Pakistan
... and 1 more locations

https://clinicaltrials.gov/study/NCT05880680
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