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Wingspan Stent System with Gateway® PTA Balloon Catheter  
is authorized under a Humanitarian Device Exemption (HDE).  
IRB approval is required prior to use.
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Advancing patient 
treatment with the power 
of clinical evidence



Trevo® XP ProVue Retrievers
See package insert for complete indications, complications, 
warnings, and instructions for use.

INDICATIONS FOR USE
1.	The Trevo Retriever is indicated for use to restore blood flow in the 

neurovasculature by removing thrombus for the treatment of acute ischemic stroke 
to reduce disability in patients with a persistent, proximal anterior circulation, large 
vessel occlusion, and smaller core infarcts who have first received intravenous 
tissue plasminogen activator (IV t-PA). Endovascular therapy with the device should 
start within 6 hours of symptom onset. 

2.	The Trevo Retriever is intended to restore blood flow in the neurovasculature by 
removing thrombus in patients experiencing ischemic stroke within 8 hours of 
symptom onset. Patients who are ineligible for intravenous tissue plasminogen 
activator (IV t-PA) or who fail IV t-PA therapy are candidates for treatment. 

3.	The Trevo Retriever is indicated for use to restore blood flow in the 
neurovasculature by removing thrombus for the treatment of acute ischemic stroke 
to reduce disability in patients with a persistent, proximal anterior circulation, 
large vessel occlusion of the internal carotid artery (ICA) or middle cerebral artery 
(MCA)-M1 segments with smaller core infarcts (0-50cc for age < 80 years, 0-20cc 
for age ≥ 80 years). Endovascular therapy with the device should start within 6-24 
hours of time last seen well in patients who are ineligible for intravenous tissue 
plasminogen activator (IV t-PA) or who fail IV t-PA therapy.

COMPLICATIONS
Procedures requiring percutaneous catheter introduction should not be attempted by 
physicians unfamiliar with possible complications which may occur during or after the 
procedure. Possible complications include, but are not limited to, the following: air 
embolism; hematoma or hemorrhage at puncture site; infection; distal embolization; 
pain/headache; vessel spasm, thrombosis, dissection, or perforation; emboli; acute 
occlusion; ischemia; intracranial hemorrhage; false aneurysm formation; neurological 
deficits including stroke; and death.

COMPATIBILITY
3x20mm retrievers are compatible with Trevo® Pro 14 Microcatheters (REF 90231) 
and Trevo® Pro 18 Microcatheters (REF 90238). 4x20mm retrievers are compatible 
with Trevo® Pro 18 Microcatheters (REF 90238). 4x30mm retrievers are compatible 
with Excelsior® XT-27® Microcatheters (150cm x 6cm straight REF 275081) and 
Trevo® Pro 18 Microcatheters (REF 90238). 6x25mm Retrievers are compatible with 
Excelsior® XT-27® Microcatheters (150cm x 6cm straight REF 275081). Recommended 
minimum vessel ID for all Retriever sizes is 2.5mm. Compatibility of the Retriever with 
other microcatheters has not been established. Performance of the Retriever device 
may be impacted if a different microcatheter is used. 
Balloon Guide Catheters (such as Merci® Balloon Guide Catheter and FlowGate® 
Balloon Guide Catheter) are recommended for use during thrombus removal 
procedures. 
Retrievers are compatible with the Abbott Vascular DOC® Guide Wire Extension 
(REF 22260). 
Retrievers are compatible with Boston Scientific Rotating Hemostatic Valve (Ref 
421242).

SPECIFIC WARNINGS FOR INDICATION 1
•	The safety and effectiveness of the Trevo Retrievers in reducing disability has not 

been established in patients with large core infarcts (i.e. ASPECTS ≤ 7). There may 
be increased risks, such as intracerebral hemorrhage, in these patients. 

•	The safety and effectiveness of the Trevo Retrievers in reducing disability has 
not been established or evaluated in patients with occlusions in the posterior 
circulation (e.g., basilar or vertebral arteries) or for more distal occlusions in the 
anterior circulation.

SPECIFIC WARNINGS FOR INDICATION 2
•	To reduce risk of vessel damage, take care to appropriately size Retriever to vessel 

diameter at intended site of deployment.

SPECIFIC WARNINGS FOR INDICATION 3
•	The safety and effectiveness of the Trevo Retrievers in reducing disability has not 

been established in patients with large core infarcts (i.e., ASPECTS ≤ 7). There may 
be increased risks, such as intracerebral hemorhage, in these patients.

•	The safety and effectiveness of the Trevo Retrievers in reducing disabillity has 
not been established or evaluated in patients with occlusions in the posterior 
circulation (e.g., basilar or vertebral arteries) or for more distal occlusions in the 
anterior circulation.

•	Users should validate their imaging software analysis techniques to ensure robust 
and consistent results for assessing core infarct size.

WARNINGS APPLIED TO ALL INDICATIONS
•	Administration of IV t-PA should be within the FDA-approved window (within 3 

hours of stroke symptom onset).
•	To reduce risk of vessel damage, adhere to the following recommendations:

–– Do not perform more than six (6) retrieval attempts in same vessel using 
Retriever devices.

–– Maintain Retriever position in vessel when removing or exchanging 
Microcatheter.

•	To reduce risk of kinking/fracture, adhere to the following recommendations:
–– Immediately after unsheathing Retriever, position Microcatheter tip marker just 
proximal to shaped section. Maintain Microcatheter tip marker just proximal to 
shaped section of Retriever during manipulation and withdrawal.

–– Do not rotate or torque Retriever.
–– Use caution when passing Retriever through stented arteries.

•	The Retriever is a delicate instrument and should be handled carefully. Before 
use and when possible during procedure, inspect device carefully for damage. Do 
not use a device that shows signs of damage. Damage may prevent device from 
functioning and may cause complications.

•	Do not advance or withdraw Retriever against resistance or significant vasospasm. 
Moving or torquing device against resistance or significant vasospasm may result 
in damage to vessel or device. Assess cause of resistance using fluoroscopy and if 
needed resheath the device to withdraw.

•	If Retriever is difficult to withdraw from the vessel, do not torque Retriever. 
Advance Microcatheter distally, gently pull Retriever back into Microcatheter, and 
remove Retriever and Microcatheter as a unit. If undue resistance is met when 
withdrawing the Retriever into the Microcatheter, consider extending the Retriever 
using the Abbott Vascular DOC guidewire extension (REF 22260) so that the 
Microcatheter can be exchanged for a larger diameter catheter such as a DAC® 
Catheter. Gently withdraw the Retriever into the larger diameter catheter.

•	Administer anti-coagulation and anti-platelet medications per standard 
institutional guidelines.

•	Users should take all necessary precautions to limit X-radiation doses to patients 
and themselves by using sufficient shielding, reducing fluoroscopy times, and 
modifying X-ray technical factors where possible.

PRECAUTIONS
•	Prescription only – device restricted to use by or on order of a physician.
•	Store in cool, dry, dark place.
•	Do not use open or damaged packages.
•	Use by “Use By” date.
•	Exposure to temperatures above 54°C (130°F) may damage device and 

accessories. Do not autoclave.
•	Do not expose Retriever to solvents.
•	Use Retriever in conjunction with fluoroscopic visualization and proper anti-

coagulation agents.
•	To prevent thrombus formation and contrast media crystal formation, maintain 

a constant infusion of appropriate flush solution between guide catheter and 
Microcatheter and between Microcatheter and Retriever or guidewire.

•	Do not attach a torque device to the shaped proximal end of DOC® Compatible 
Retriever. Damage may occur, preventing ability to attach DOC® Guide Wire 
Extension. 

DOC is a trademark of Abbott Laboratories.

Wingspan® Stent System with Gateway® PTA Balloon Catheter 
See package insert for complete indications, contraindications, 
warnings and instructions for use.
Humanitarian Device: The Wingspan Stent System with Gateway PTA Balloon 
Catheter is Authorized by Federal law for use in improving cerebral artery lumen 
diameter in patients 22 to 80 years old with recurrent (2 or more) strokes refractory 
to a comprehensive regimen of medical therapy and due to atherosclerotic disease 
of intracranial vessels with 70-99% stenosis that are accessible to the system. The 
most recent stroke must have occurred more than 7 days prior to treatment with the 
Wingspan Stent System. Patients are eligible for treatment with the Wingspan Stent 
System if their Modified Rankin Score (mRS) is 3 or less at the time of treatment.
The effectiveness of this device for this use has not been demonstrated.

INTENDED USE / INDICATIONS FOR USE
The Wingspan Stent System with Gateway PTA Balloon Catheter is Authorized by 
Federal law for use in improving cerebral artery lumen diameter in patients 22 to 80 
years old with recurrent (2 or more) strokes refractory to a comprehensive regimen 
of medical therapy and due to atherosclerotic disease of intracranial vessels with 
70-99% stenosis that are accessible to the system. The most recent stroke must 
have occurred more than 7 days prior to treatment with the Wingspan Stent System. 
Patients are eligible for treatment with the Wingspan Stent System if their Modified 
Rankin Score (mRS) is 3 or less at the time of treatment.

CONTRAINDICATIONS
•	Patients in whom antiplatelet and/or anticoagulation therapy is contraindicated.
•	Lesions that are highly calcified or otherwise could prevent access or appropriate 

expansion of the Stent.
•	For the treatment of stroke with an onset of symptoms within 7 days or less of 

treatment.
•	For the treatment of transient ischemic attacks.

OBSERVED ADVERSE EVENTS
A clinical study was conducted on 45 patients with intracranial atherosclerotic 
disease at 12 international sites. Data are presented on 44 patients through 30 days 
and on 42 patients who have reached the 6-month follow-up visit. The following 
adverse events observed in the clinical study: Infection, TIA, Stroke, Hematoma, 
Vasospasm, Hemorrhagic Event, Hypertension, Peripheral vascular diseases, 
Neurological symptoms, Pain, AMI, Angina, Arrhythmia, Creatinine increase, 
Hematuria, Hypoglycemia/hyperglycemia, Asymptomatic Thromboembolic Event, 
Bradycardia (35 min), Broken middle-foot left/V-fracture, Chronical antrum gastritis, 
Death, Elevated bilirubin, GOT, GPT, Fever, Hiatus hernia, Hypervolemia, New distal in 
stent stenosis, Pulmonary edema, Respiratory failure, Seizure, Syncope.

POTENTIAL ADVERSE EVENTS
Potential adverse events that were not observed in the clinical study, but that 
may be associated with the use of the Wingspan Stent System with Gateway 
PTA Balloon catheter or with the procedure include: aneurysm, cerebral ischemia, 
coagulopathy, drug reaction to contrast or antiplatelet medication, emboli (air, tissue, 
or thrombotic tissue), hypotension, intimal dissection, ischemia/infarct, restenosis, 
pseudoaneurysm, stent migration, stent misplacement, stent occlusion, stent 
embolization, stent thrombosis, thromboembolic event, vessel dissection, vessel 
occlusion, vessel perforation, vessel rupture, vessel spasm, vessel thrombosis, vessel 
trauma requiring surgical repair or 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.
The Wingspan Stent System is not designed or intended for contrast injections or 
injections other than heparinized saline.
If excessive resistance is encountered during the use of the Wingspan Stent System 
or with the Gateway PTA Balloon Catheter at any time during the procedure, 
discontinue use of the System. Movement of the System against resistance may 
result in damage to the vessel, or a System component.
In animal evaluations, the severity of vessel stenosis/neointimal thickness appears 
to be correlated with the degree of trauma inflicted on the arterial walls by Stent 
placement or Stent radial expansion.
Experience with stent implants indicates that there is a risk of restenosis. Subsequent 
restenosis may require repeat dilation of the vessel segment containing the stent. 
The risks and long-term outcome following repeat dilation of endothelialized stents 
is unknown at present.
If the stent is implanted adjacent to or contacting other implanted metal, such as 
another stent or embolic coil, the metals should be of similar composition to avoid 
galvanic corrosion potential.
•	The safety and probable benefit of the Wingspan System with Gateway PTA 

Balloon Catheter have not been established for treatment of patients with any of 
the following:

–– New or unstable symptoms within 24 hours of treatment;
–– Evidence on brain imaging study of subacute or acute ischemia in the vascular 
territory of the target lesion;

–– A recent stroke of a size that would place the patient at risk for intracranial 
hemorrhage;

–– Thrombolytic therapy within 24 hours prior to treatment with the device;
–– The cause of the target stenosis is not atherosclerosis;
–– The normal diameter of the target vessel that is not between 2.00 and 4.50 mm;
–– A target lesion length greater than 14 mm;
–– Severe calcification at the target lesion;
–– A minimum lumen diameter of the target vessel of less than 2 mm after 
pre-dilation;

–– Greater than 50% stenosis proximal or distal to the target intracranial lesion; OR
–– A previous intracerebral or intracranial hemorrhage or a recent hemorrhagic 
infarction 

CAUTIONS / PRECAUTIONS
General Precautions
•	The Wingspan Stent System and the Gateway PTA Balloon Catheter are provided 

STERILE for single use only. Do not resterilize. Store in a cool, dry place.
•	Use the Wingspan Stent System and Gateway PTA Balloon Catheter prior to the 

“Use By” date printed on the package.
•	Select a Stent size (length and diameter) that extends a minimum of 3 mm on both 

sides of the lesion. 

Preparation Precautions
•	Carefully inspect the sterile package and Wingspan Stent System prior to use 

to verify that neither has been damaged during shipment. Do not use kinked or 
damaged components.

•	Typical antiplatelet and anticoagulation regimen used for interventional intracranial 
procedures is an important adjunct to Stent treatment. Patients must be advised 
to take their prescribed medications after the Stent is implanted and should be 
counseled on the risk of not complying with medical therapy. In-stent thrombosis 
may occur during the procedure if proper antiplatelet and anticoagulation therapy 
is not administered.

•	Do not steam shape the tip of the Wingspan Stent System because it could 
damage the Stent or Delivery System.

•	Careful attention to pre-procedure anti-platelet and anti-clotting therapy (dose, 
type, and timing) regimen and intra-procedural anti-clotting agents is required to 
minimize potential post procedure complications.

PROCEDURE PRECAUTIONS
•	Implanting a Stent may lead to dissection of the vessel distal or proximal to the 

Stent and may cause other complications (vasospasm/acute closure) of the vessel 
requiring additional intervention (i.e., further dilation, placement of stents).

•	Do not deploy the Stent if it is not properly positioned in the vessel.
•	Placement of the Stent may compromise side branch patency.
•	Follow the Wingspan Stent System preparation and use instructions carefully.
•	Previous studies have shown that some metal stents may be incompatible with 

MRI scanning. The Wingspan Stent has been shown to be MRI compatible in 
MRI systems operating at field strengths of 3.0 Tesla or lower. MRI laboratory 
evaluation demonstrated that no significant image distortion or heating was 
created by the presence of the Stents at scanning sequences commonly used 
during MRI procedures.

•	Do not use the Wingspan Stent System or the Gateway PTA Balloon Catheter for 
repositioning or recapturing the Stent.

•	Exercise caution when crossing the deployed Stent with guidewires or other 
devices.

•	In tortuous vessels, a stiff guidewire may cause binding within the Wingspan® 
Stent System or the Gateway® Balloon Catheter during deployment. In such cases, 
use only soft guidewires.

•	After deployment, the Stent may foreshorten up to 2.4% in 2.5 mm Stents and up 
to 7.1% in 4.5 mm Stents.

•	Stent retrieval methods (use of additional wires, snares and/or forceps) may 
result in additional trauma to the vasculature and/or the vascular access site. 
Complications may include bleeding, hematoma, or pseudoaneurysm.

Copyright © 2018 Stryker
AP002260 v1.0  |  Page 2 of 2

Stryker Neurovascular
47900 Bayside Parkway
Fremont, CA 94538

strykerneurovascular.com

Date of Release: SEP/2018

EX_EN_US


