
Neuroform Atlas Stent System 
RX ONLY
See package insert for complete indications, 
contraindications, warnings and instructions 
for use.

Indications for use
The Neuroform Atlas Stent System is indicated for use 
with neurovascular embolization coils in the anterior 
circulation of the neurovasculature for the endovascular 
treatment of patients ≥ 18 years of age with saccular 
wide-necked (neck width ≥ 4 mm or a dome-to-neck 
ratio of < 2) intracranial aneurysms arising from a 
parent vessel with a diameter of ≥ 2.0 mm and ≤ 4.5 
mm.

Contraindications
• Patients in whom the parent vessel size does not fall 

within the indicated range. 
• Patients in whom antiplatelet and/or anticoagulation 

therapy (e.g., aspirin and clopidogrel) is 
contraindicated.

• Patients who have not received anti-platelet agents 
prior to stent implantation. 

• Patients with an active bacterial infection. 
• Patients in whom angiography demonstrates the 

anatomy is not appropriate for endovascular 
treatment due to conditions such as:
 – Severe intracranial vessel tortuosity or stenosis; 
 – Intracranial vasospasm not responsive to medical 

therapy.
• Patients in whom a pre-existing stent is in place in 

the parent artery at the target intracranial aneurysm 
location.

Potential adverse events
The potential adverse events listed below, as well as 
others, may be associated with the use of the Neuroform 
Atlas Stent System or with the procedure:
• Aphasia 
• Allergic reaction to Nitinol metal and medications 
• Aneurysm perforation/rupture, leak or contrast 

extravasation 
• Blindness 
• Cardiac arrhythmia 
• Coil herniation through stent into parent vessel
• Cranial neuropathy 
• Death 
• Embolus 
• Headache 
• Hemiplegia
• Hemorrhage (i.e., intracerebral, subarachnoid, 

retroperitoneal, or in other locations)
• Hydrocephalus
• In-stent stenosis 
• Infection 
• Ischemia 
• Mass effect
• Myocardial infarction
• Neurological deficit/intracranial sequelae 
• Pseudoaneurysm 
• Reaction to radiation exposure (i.e., alopecia, burns 

ranging in severity from skin reddening to ulcers, 
cataracts, or delayed neoplasia)

• Reactions to anti-platelet/anti-coagulant agents
• Renal failure
• Seizure
• Stent fracture, migration/embolization, or 

misplacement 
• Stent thrombosis 
• Stroke 
• Transient ischemic attack 
• Vasospasm 
• Vessel occlusion or closure including parent vessel or 

non-target side-branches
• Vessel perforation/rupture, dissection, trauma or 

damage 
• Vessel thrombosis 
• Visual impairment
• Other procedural complications including but not 

limited to anesthetic and contrast media risks, 
hypotension, hypertension, access site complications 
(including pain, hematoma, local bleeding, local 
infection, and injury to the artery (i.e. dissection), 
vein, or adjacent nerves)

• Unplanned intervention

Warnings 

Contents supplied STERILE using an ethylene oxide 
(EO) process. Do not use if sterile barrier is damaged. 
If damage is found, call your Stryker Neurovascular 
representative.
For single use only. Do not reuse, reprocess or 
resterilize. Reuse, reprocessing or resterilization may 
compromise the structural integrity of the device and/
or lead to device failure which, in turn, may result in 
patient injury, illness or death. Reuse, reprocessing or 
resterilization may also create a risk of contamination 
of the device and/or cause patient infection or cross-
infection, including, but not limited to, the transmission 
of infectious disease(s) from one patient to another. 
Contamination of the device may lead to injury, illness or 
death of the patient.
After use, dispose of product and packaging in 
accordance with hospital, administrative and/or local 
government policy.
• This device should only be used by physicians who 

have received appropriate training in interventional 
neuroradiology or interventional radiology and 
preclinical training on the use of this device as 
established by Stryker Neurovascular.

• Persons allergic to nickel titanium (Nitinol) may 
suffer an allergic response to this stent implant.

• Higher adverse event rates may be experienced for 
distal aneurysms located in the anterior and middle 
cerebral arteries.

• Do not use device to treat patients with ruptured 
intracranial aneurysms within a minimum of 30 days 
from the aneurysm rupture.

Cautions / precautions
• Take all necessary precautions to limit X-ray 

radiation doses to clinical operators by using 
sufficient shielding, reducing fluoroscopy times, and 
modifying X-ray technical factors whenever possible.

• The Neuroform Atlas stent may create local field 
inhomogeneity and susceptibility artifacts during 
magnetic resonance angiography (MRA), which may 
degrade the diagnostic quality to assess effective 
intracranial aneurysm occlusion.

• Safety and effectiveness of the Neuroform Atlas Stent 
System in patients below the age of 18 has not been 
established.

• The benefits may not outweigh the risks of device use 
in patients with small and medium asymptomatic 
extradural intracranial aneurysms, including those 
located in the cavernous internal carotid artery.

• Carefully weigh the benefits vs. risks of device 
treatment for each individual patient based on their 
medical health status and risk factors for intracranial 
aneurysm rupture during their expected life time 
such as age, comorbidities, history of smoking, 
intracranial aneurysm size, location, and morphology, 
family history, history of prior asymptomatic 
subarachnoid hemorrhage (aSAH), documented 
growth of intracranial aneurysm on serial imaging, 
presence of multiple intracranial aneurysms, and 
presence of concurrent pathology. The benefits may 
not outweigh the risks associated with device use in 
certain patients; therefore, judicious patient selection 
is recommended based on clinical practice guidelines 
or tools to assess the life time risk of intracranial 
aneurysm rupture. 

Safety Information Magnetic Resonance 
Conditional
Non-clinical testing and analysis have demonstrated 
that the Neuroform Atlas Stent is MR Conditional 
alone, or when overlapped with a second stent, and 
adjacent to a Stryker Neurovascular coil mass. A patient 
with the Neuroform Atlas Stent can be safely scanned 
immediately after placement of this implant, under the 
following conditions: 
• Static magnetic field of 1.5 and 3.0 Tesla 
• Maximum spatial gradient field up to 2500 Gauss/cm 

(25 Tesla/m) 
• Maximum MR system reported whole body averaged 

specific absorption rate of 2 W/kg (Normal Operating 
Mode) and head averaged specific absorption rate of 
3.2 W/kg. 

Under the scan conditions defined above, the Neuroform 
Atlas Stent is expected to produce a maximum 
temperature rise of 4 °C after 15 minutes of continuous 
scanning. The Neuroform Atlas Stent should not migrate 
in this MRI environment. 
In non-clinical testing, the image artifact caused by 
the device extends approximately 2 mm from the 
Neuroform Atlas Stent when imaged with a spin echo 
pulse sequence and 3 Tesla MRI System. The artifact 
may obscure the device lumen. It may be necessary to 
optimize MR imaging parameters for the presence of this 
implant. See additional precaution related to the image 
artifact from the implant in the “Precautions” section of 
this labeling.


