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PIONEERING

Unrivaled legacy of innovation.

Pipeline™ embolization device was the first FDA
approved flow diverter and has continually advanced
flow diversion therapy with each new generation’.

For example, Shield Technology™ surface modification,
which mimics red blood cell chemistry for enhanced
performance in delivery and resheathing forces?¥, and
the Pipeline™ Vantage 21 system, offering a lower-profile
delivery system.34

Shield Technology™ is designed to?*:

* Lower friction
* Lower resheathing force, and

* Enhance procedural performance

Shield Technology™ improves the customer experience
through improvements in delivery and resheathing force
through tortuousity.

Delivery Force (N)

Pipeline™ Flex Embolization Device (PED-400-35)

Pipeline™ Flex Embolization Device with Shield Technology™
(PED2-400-35)

Resheathing Force (N)

Pipeline™ Flex Embolization Device (PED-400-35)

Pipeline™ Flex Embolization Device with Shield Technology™
(PED2-400-35)
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Pipeline™ Flex Embolization Device

Pipeline™ Flex Embolization Device

with Shield Technology™




“FFICACY

Setting the bar for safe and effective aneurysm treatment.

Pipeline™ Embolization Device Family consistently achieves high complete
occlusion rates and low adverse events, supported by extensive clinical data from
large-scale studies and the legacy of the most studied flow diverter franchise.® a1

Studied in over

50k+

PATIENTS "

Pipeline™ Embolization Device Family
have been studied in over 50k patients''",
and Shield Technology™ implanted in
over 100k patients' worldwide.

INSPIRE-A Interim Report: Pipeline™ Vantage 21 and
Pipeline™ Flex with Shield Technology™ Cohorts™

Pipeline™ Vantage 21

Data as of last follow-up date.
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Shield Technology™
IMPLANTED IN

100k+

patients'” worldwide

Studied in more than

950

publications''!

BRAID CHANGE: PIPELINE™ VANTAGE 021 VS PIPELINE™ FLEX WITH SHIELD TECHNOLOGY™

Braid Deformation

A FroyefiD Pipeline™ Flex
Al i 2] with Shield Technology™

Any Braid Deformation 4/110 (3.64%) 31/530 (5.85%) 0.4899

Foreshortening Rate 0/110 (0.00%) 8/530 (1.51%) 0.3627 Categorical measures: % (n/N)
Fish-mouthing 3/110 (2.73%) 10/530 (1.89%) 0.6997 Rate (n/N) (%) [# of events]
Fish-mouthing - Proximal 2/110 (1.82%) 0/530 (0.00%) 0.0293 Source:

Fish-mouthing - Distal 1/110(0.91%) 10/530 (1.89%) 0.6997 \T,g':tngfzifV?‘sfi'glz.sas

Braid Collapse 0/110 (0.00%) 3/530 (0.57%) >0.9999 Run Date: 20FEB2025

Braid Hump 2/110 (1.82%) 11/530 (2.08%) >0.9999

Pipeline™ Flex with Shield Technology™

Data as of last follow-up date.
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VERSATILITY
More tailored treatment Pipeline™ device Pipeline™ device

Product Catalog | Diameter | Length

. . . sizes available for sizes available for (mm) | (mm)
. ™ o ™ PED2-375-20 3.75 20
Wlth a Wlde range Of SlZes use with Phenom™ 21 use with Phenom™ 27
PED2-375-25 3.75 25
PED2-375-30 3.75 30
. . ™ . . . . . . Product Catalo Diameter Length Product Catalo Diameter Length 375,
Pipeline™ Embolization Device Family offers a comprehensive size range from oo |t e Fe el I () PED2-375-35 375 35
PED2-400-10 4.00 10
. . . 3
2.50mm to 5.00mm diameters in 0.25mm increments and lengths up to 35mm. e p—— 20 o p——— - T PED2.400.12 400 12
Thus, providing tailored treatment options for diverse patient anatomies. PED3-021-250-12 2550 12 PED2-250-12 250 12 PED2-400-14 4.00 14
PED3-021-250-14 2.50 14 PED2-250-14 2.50 14 PED2-400-16 4.00 16
. " . . " cye PED3-021-250-16 2.50 16 PED2-250-16 2.50 16 PED2-400-18 4.00 18
The importance of “right size device “ is critical when
p g PED3-021-250-18 2.50 18 PED2-250-18 2.50 18 PED2-400-20 4.00 20
considering efficacy, safety, and braid change.? PED3.021-250-20 250 20 PED2.250-20 250 20 PED2-400-25 4.00 25
PED3-021-275-12 2.75 12 PED2-275-10 2.75 10 PED2-400-30 4.00 30
PED3-021-275-14 2.75 14 PED2-275-12 2.75 12 PED2-400-35 4.00 35
PED3-021-275-16 2.75 16 PED2-275-14 2.75 14 PED2-425-10 4.25 10
™ . PED3-021-275-18 2.75 18 PED2-275-16 2.75 16 PED2-425-12 4.25 12
Phenom™ family
PED3-021-275-20 2.75 20 PED2-275-18 2.75 18 PED2-425-14 4.25 14
PED3-021-300-12 3.00 12 PED2-275-20 2.75 20 PED2-425-16 4.25 16
PED3-021-300-14 3.00 14 PED2-300-10 3.00 10 PED2-425-18 4.25 18
PED3-021-300-16 3.00 16 PED2-300-12 3.00 12 PED2-425-20 4.25 20
™ PED3-021-300-18 3.00 18 PED2-300-14 3.00 14 PED2-425-25 4.25 25
Phenom™ 21
PED3-021-300-20 3.00 20 PED2-300-16 3.00 16 PED2-425-30 4.25 30
Cath eter PED3-021-325-12 3.25 12 PED2-300-18 3.00 18 PED2-425-35 4.25 35
PED3-021-325-14 3.25 14 PED2-300-20 3.00 20 PED2-450-10 4.50 10
PED3-021-325-16 3.25 16 PED2-300-25 3.00 25 PED2-450-12 4.50 12
. . . . 021-325- -300- PED2-450-14 450 14
. Compatible with Pipeline™ Vantage?' PED3-021-325-18 3.25 18 PED2-300-30 3.00 30
) PED3-021-325-20 3.25 20 PED2-300-35 3.00 35 PED2-450-16 4.50 16
* When a smaller ID/OD is needed PED3-021-350-12 3.50 12 PED2-325-10 3.25 10 PED2-450-18 4.50 18
. . ™
for Pipeline™ Vantage procedures PED3-021-350-14 3.50 14 PED2-325-12 3.25 12 PED2-450-20 450 20
e Newest Medtronic 021 stainless PED3-021-350-16 3.50 16 PED2-325-14 3.25 14 PED2-450-25 4.50 25
steel coil & braid technology PED3-021-350-18 3.50 18 PED2-325-16 3.25 16 PED2-450-30 4.50 30
R ded distal tip is desi q PED3-021-350-20 3.50 20 PED2-325-18 3.25 18 PED2-450-35 4.50 35
[ ]
Oﬁn e 'Sts Eflo IS es'gﬂe t,o PED3-021-350-25 3.50 25 PED2-325-20 3.25 20 PED2-475-10 4.75 10
enhance tracka | Ity over-t e.—W|1r5e PED2.325.25 325 25 PED2-475-12 4.75 12
and support device resheathing DED2.325.30 o 20 PED2.475.14 475 14
* 150cm and 160cm length option PED2-325-35 3.25 35 PED2-475-16 4.75 16
Phenom™ catheter sizes A - = s o 18
™ 1Z 350. PED2-475-20 4.75 20
Phenom 27 PED2-350-12 3.50 12
C h Outer PED2-350-14 3.50 14 PED2-475-25 4.75 25
atheter Product Inner | o eter | Length PED2-350-16 3.50 16 PED2-475-30 475 30
ozl BIEIEEE | S as | ) PED2-350-18 350 18 PED2-475-35 4.75 35
Number (1.D.) Distal
Ista PED2-350-20 3.50 20 PED2-500-10 5.00 10
° Compatible with Pipelinem Shield?® FG13150-0615-2S 0.021" ?203'?)" 150 PED2-350-25 3.50 25 PED2-500-12 5.00 12
* Built for Flow Diversion providing the support you need'> . | 0030 PED2-350-30 3.50 30 PED2:500-14 00 "
FG13160-0615-1S 0.021 (2.3F) 160 PED2-350-35 3.50 35 PED2-500-16 5.00 16
* Newest Medtronic 0.027" Catheter utilizing stainless steel coil & braid technology cors1s008151s | oozy | 0936 | s PED2.375.10 375 10 PED2-500-18 5.00 18
. ) . . ) . O _ : (2.8F)
+ Optimal navigation featuring three performance zones with progressive flexibility'¢'? ’ PED2-375-12 3.75 12 PED2-500-20 300 20
) . ) .. . FG15150-0630-1S | 0.027" (2'203:2) 150 PED2-375-14 3.75 14 PED2-500-25 5.00 25
* Rounded distal tip is designed to enhance trackability over-the-wire and support : PED2.37516 275 1 PED2.500.30 5.00 20
. . 15 " 0.036" R : :
device resheathing FG15160-0615-15 |  0.027 (e | 160 SED2.37518 a7s 18 PED2.500.35 5.00 35

* 150cm and 160cm length options



Pipeline™ Vantage with Embolization Device with Shield Technology™
essential prescribing information (EPI) statement

CAUTION: Federal (USA) law restricts this device to sale, distribution, and use by or on the order of a physician.This device should be used only by physicians with a thorough understanding
of angiography and/or percutaneous neurointerventional procedures. Indications for Use: The Pipeline™ Vantage Embolization Device with Shield Technology™ is indicated for the
endovascular treatment of adults (22 years of age or older) with large or giant wide-necked intracranial aneurysms (IAs) in the internal carotid artery from the petrous to the superior
hypophyseal segments. The Pipeline™ Vantage Embolization Device with Shield Technology™ is also indicated for use in the internal carotid artery up to the terminus for the endovascular
treatment of adults (22 years of age or older) with small and medium wide-necked (neck width = 4 mm or dome-to-neck ratio < 2) saccular or fusiform intracranial aneurysm (IAs) arising
from a parent vessel with a diameter = 2.0 mm and < 5.0 mm. Contraindications: 1) Patients with active bacterial infection. 2) Patients in whom dual antiplatelet and/or anticoagulation
therapy (aspirin and clopidogrel) is contraindicated. 3) Patients who have not received antiplatelet agents prior to the procedure. 4) Patients in whom a pre-existing stent is in place in the
parent artery at the target aneurysm location. 5) Patients in whom the parent vessel size does not fall within the indicated range. Warnings: 1) Pre-deploying the distal end of the device prior
to introduction into the micro catheter may cause damage to the distal end of the braid. 2) Pushing delivery wire without retracting the micro catheter at the same time will cause the open-
end of the braid to move distally in the vessel. This may cause damage to the braid or vessel. 3) Use in anatomy with severe tortuosity, stenosis or parent vessel narrowing may result in
difficulty or inability to deploy the Pipeline™ Vantage device and can lead to damage to the Pipeline™ Vantage device and micro catheter. To mitigate potential problems as a result of
increased delivery forces, reduce the load in the system by: ® Unloading the micro catheter to the inner curves of vessel by pulling back on the system (i.e., the micro catheter and delivery
wire together). ® Continue unloading the system until advancement of the device (inside of micro catheter) is observed, while minimizing the distal tip movement to prevent loss of position.
® Begin to re-advance the delivery wire while maintaining reduced load in the micro catheter. This process should be repeated until the device passes through tortuous area and the delivery
force is decreased. 4) Following distal deployment and device anchoring: ® Avoid stretching and/or creating tension in the implant before unsheathing the proximal end. ¢ Avoid deploying
the implant if kinking or twisting is observed. Fully deploying the device under the conditions above may lead to poor wall apposition, unanticipated device foreshortening, device
migration, thromboembolic risk, and impaired aneurysm occlusion. Device kinking, twisting, or stretching may be resolved with appropriate positioning of the micro catheter or by
resheathing the entire implant and repeating distal deployment, adjusting the technique combination of unsheathing the implant and pushing the delivery wire. If it cannot be resolved,
consider replacing the device. 5) Avoid deploying the implant if kinking or twisting is observed. 6) Avoid deploying the implant if kinking or twisting is observed. 7) Incomplete wall
apposition can result in unanticipated device foreshortening, device migration, and/ or device deformation which can lead to thromboembolic risks, elevated neointimal hyperplasia
formation and/or reduced intracranial aneurysm occlusion. 8) Resheathing the Pipeline™ Vantage device more than 2 full cycles may cause damage to the distal or proximal ends of the
braid. 9) Resheathing the Pipeline™ Vantage device past the distal marker of the delivery system may cause damage to the distal end of the braid. 10) Malapposition to the vessel wall at
the proximal end of the implant may lead to stenosis, stroke or death. 11) Persons with known allergy to platinum or cobalt/chromium alloy (including the major elements platinum, cobalt,
chromium, nickel, molybdenum or tungsten) may suffer an allergic reaction to the Pipeline™ Vantage Embolization Device with Shield Technology™ implant. 12) Person with known allergy
to platinum alloy (including major elements platinum, tungsten, iridium), tin, silver, stainless steel or silicone elastomer may suffer an allergic reaction to the Pipeline™ Vantage Embolization
Device with Shield Technology™ delivery system. 13) Do not reprocess or resterilize. Reprocessing and resterilization increase the risk of patient infection and compromised device
performance 14) Post-procedural movement (migration and/or foreshortening) of the Pipeline™ Vantage Embolization Device with Shield Technology™ implant may occur following
implantation and can result in serious adverse events and/or death. 15) Factors which may contribute to post procedural device movement include (but are not limited to) the following: ©
Failure to adequately size the implant (i.e., under sizing) ® Failure to obtain adequate wall apposition during the implant deployment ® Implant stretching ® Vasospasm ® Severe vessel
tapering ® Tortuous anatomy 16) Delayed rupture may occur with large and giant aneurysms. 17) Placement of multiple Pipeline™ Vantage Embolization Device with Shield Technology™
may increase the risk of ischemic complications 18) Use in anatomy with severe tortuosity, stenosis or parent vessel narrowing may result in difficulty or inability to deploy the Pipeline™
Vantage Embolization Device with Shield Technology™ and can lead to damage to the Pipeline™ Vantage Embolization Device with Shield Technology™ and micro catheter. Advancement
or retraction of the Pipeline™ Vantage Embolization Device with Shield Technology™ against resistance may result in damage, including unintended device or component separation,
fracture, or breakage of the delivery system due to inherent flexibility limits of device design. Device damage may result in patient injury or death. Refer to page 4 in the Instructions for Use
for additional information. 19) Do not attempt to reposition the device after full deployment. 20) The benefits may not outweigh the risks of treatment of small and medium asymptomatic
extradural intracranial aneurysms, including those located in the cavernous internal carotid artery. The risk of rupture for small and medium asymptomatic extradural intracranial aneurysms
is very low if not negligible. 21) A decrease in the proportion of patients who achieve complete aneurysm occlusion without significant parent artery stenosis has been observed with the
use of the device in the communicating segment (C7) of the internal carotid artery (47.4% (9/19 subjects in the PREMIER study at 1 year)), including those |1As fed by the posterior circulation
or have retrograde filling. Ensure appropriate patient selection and weigh the benefits and risks of alternative treatments prior to use of this device for the treatment of intracranial aneurysms
located in this region of the ICA. The following anatomical characteristics, associated with retrograde filling, should be carefully considered during procedural planning of C7 intracranial
aneurysms: 1. PComm of fetal origin (A PCA of fetal origin is defined as a small, hypoplastic, or absent P1 segment of the PCA with the PComm artery supplying a majority of blood flow to
the ICA); 2. PComm overlapping with the aneurysm neck; and/or 3. PComm branch arising from the dome of the aneurysm. 22) Pipeline™ Vantage Embolization Device with Shield
Technology™ has not been tested for radial artery access. Radial artery access should only be used when femoral artery access is not feasible. 23) For additional Materials of Concerns
information such as CA Prop 65 or other product stewardship programs, go to www.medtronic.com/productstewardship.Precautions: 1) The Pipeline™ Vantage Embolization Device with
Shield Technology™ should be used only by physicians trained in percutaneous, intravascular techniques and procedures at medical facilities with the appropriate fluoroscopic equipment.
2) Physicians should undergo appropriate training prior to using the Pipeline™ Vantage Embolization Device with Shield Technology™ in patients. 3) The Pipeline™ Vantage Embolization
Device with Shield Technology™ is intended for single use only. Carefully inspect the sterile package and device components prior to use to verify that they have not been damaged during
shipping. 4) Do not use kinked or damaged components. 5) Do not use product if the sterile package is damaged. 6) Use the Pipeline™ Vantage Embolization Device with Shield
Technology™ system prior to the “Use-by date” printed on the package. 7) The appropriate anti-platelet and anti-coagulation therapy should be administered in accordance with standard
medical practice. 8) A thrombosing aneurysm may aggravate pre-existing, or cause new, symptoms of mass effect and may require medical therapy. 9) Use of implants with labeled diameter
larger than the parent vessel diameter may result in decreased effectiveness and additional safety risk due to incomplete foreshortening resulting in an implant longer than anticipated. 10)
The Pipeline™ Vantage Embolization Device with Shield Technology™ may create local field inhomogeneity and susceptibility artifacts during magnetic resonance angiography (MRA),
which may degrade the diagnostic quality to assess effective intracranial aneurysm treatment. 11) Take all necessary precautions to limit X-ray radiation doses to patients and themselves by
using sufficient shielding, reducing fluoroscopy times, and modifying X-ray technical factors where possible. 12) Carefully weigh the benefits of treatment vs. the risks associated with
treatment using the device for each individual patient based on their medical health status and risks factors for intracranial aneurysm rupture during their expected life time such as age,
medical 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 of device use may not outweigh the risks
associated with the device in certain patients; therefore, judicious patient selection is recommended. ® In the INSPIRE-A registry, there was an observation of increased braid deformity in
female patients, especially in female patients less than 45 years of age 13) The safety and effectiveness of the device has not been established for treatment of fusiform |1As. 14)There may
be a decrease in effectiveness and increase in safety events when the device is used in patients = 60 years old. 15) The safety and effectiveness of the device has not been evaluated or
demonstrated for ruptured aneurysms. Potential Complications: Potential complications of the device and the endovascular procedure include or are synonymous with, but may not be
limited to the following: Access site complications such as hematoma, pain, retroperitoneal hemorrhage, skin discoloration, nerve damage, abscess, edema; Adverse reactions to
antiplatelet/anticoagulation agents, contrast media, or anesthesia such as pain, hemorrhage, organ failure, aspiration, nausea; Cardiac complications such as arrhythmia, myocardial
infarction; Compartmental complications such as brain edema, intracranial hypertension, mass effect, hydrocephalus; Complications of radiation exposure such as alopecia, burns ranging
in severity from skin reddening to ulcers, cataracts, and delayed neoplasia; Device complications such as kink, stretching, device fracture, device migration, device misplacement, friction,
foreign body in patient, premature deployment, inadequate deployment, premature detachment, non-detachment, braid deformation; Hematologic complications such as coagulopathy,
thrombosis, hemolysis, intracranial hemorrhage; Neurological deficits or dysfunctions such as headache, seizures, coma, emotional changes, paresis, transient ischemic attack, stroke;
Systemic complications such as fever, infection, inflammation, edema, shock, toxicity, hypersensitivity, allergic reaction, organ failure, hypotension, hypertension, pain; Decreased therapeutic
response including need for target aneurysm treatment; Vascular complications such as dissection, perforation, rupture, ischemia, vasospasm, hyperplasia, stenosis, necrosis, granuloma,
fistula, pseudoaneurysm, occlusion, thromboembolism, embolism including to unintended territory; Visual complications such as transient blindness, blindness, diplopia, reduced visual
acuity/field, retinal artery occlusion, retinal ischemia, retinal infarction, scintillations, blurred vision, eye floaters; Death. *Consultinstructions for use for other therapy devices and medications
for additional potential complication information. If a serious incident related to the device occurs, contact your Medtronic representative and the competent authority in your respective country/region.

T Please note that some of these studies were conducted OUS and may not comply with the U.S. indications for use. See device IFU for U.S. indication.
} Compared to Pipeline™ Flex device. Data derived from reference bench testing may not be representative of clinical performance.

1.PMA#sP100018,P100018-5026,and P100018-S034 2.Data onfile; TR-NV11991RevB 3.Pipeline™Vantage device IFU; M067713CDOC2. Pipeline™ Flex device IFU; M053137CDOC
Rev.B 4. Data on file; M993575ADOC1 Rev B 5. Elarjani T, Almutairi OT, Bafaquh M, Alturki AY, Bibliometric Analysis of the Top 100 Most Cited Articles on Intracranial Flow Diversion,
World Neurosurgery (2020), doi: https://doi.org/10.1016/j.wneu.2020.10.150. 6. PEDESTRIAN - Lylyk |, Scrivano E, Lundquist J, Ferrario A, Bleise C, Perez N, Lylyk PN, Viso R, Nella-
Castro R, Lylyk P. Pipeline Embolization Devices for the Treatment of Intracranial Aneurysms, Single-Center Registry: Long-Term Angiographic and Clinical Outcomes from 1000
Aneurysms. Neurosurgery. 2021 Aug 16;89(3):443-449. doi: 10.1093/neuros/nyab183. PMID: 34098575; PMCID: PMC8374967. 7.A.Rouchaud, C. Ramana, W. Brinjikji, Y.-H. Ding, D.
Dai, T. Gunderson, J. Cebral, D.F. Kallmes, R. Kadirvel Wall Apposition Is a Key Factor for Aneurysm Occlusion after Flow Diversion: A Histologic Evaluation in 41 Rabbits. American
Journal of Neuroradiology Nov 2016, 37 (11) 2087-2091; DOI: 10.3174/ajnr.A4848. 8. PUFS: Becske T, Kallmes DF, Saatci |, et al. Pipeline for uncoilable or failed aneurysms: results
from a multicenter clinical trial. Radiology. 2013;267(3):858- 868. doi:10.1148/radiol.13120099.PUFS 5-year: Becske T, Brinjikji W, Potts MB, et al. Long-Term Clinical and Angiographic
Outcomes Following Pipeline Embolization Device Treatment of Complex Internal Carotid Artery Aneurysms: Five-Year Results of the Pipeline for Uncoilable or Failed Aneurysms Trial.
Neurosurgery. 2017;80(1): 40-48. doi:10.1093/neuros/nyw014. 9. PREMIER: Hanel RA, Kallmes DF, Lopes DK, et al. Prospective study on embolization of intracranial aneurysms with the
pipeline device: the PREMIER study 1 year results. J Neurointerv Surg. 2020;12(1):62-66. doi:10.1136/neurintsurg-2019-015091.PREMIER 3-year: Hanel RA, Cortez GM, Lopes DK, et al.
Prospective study on embolization of intracranial aneurysms with the pipeline device (PREMIER study): 3-year results with the application of a flow diverter specific occlusion classification
Journal of Neurolnterventional Surgery 2023;15:248-254. 10. SCOPE- AUS Chia GS, Rice H. et al. “Safety and Clinical Effectiveness of Pipeline Shield Device for Intracranial Aneurysms in
an Australian Cohort”. Stroke Vasc Interv Neurol. June 2022. https://www.ahajournals.org/doi/full/10.1161/SVIN.121.000292. 11. Data on file; TR-NV11820 Rev T 12. Medtronic sales data
on file 13.F. Mut, J.R. Cerebral Effects of Flow-Diverting Device Oversizing on Hemodynamics Alteration in Cerebral Aneurysms American Journal of Neuroradiology Nov 2012, 33 (10)
2010-2016; DOI: 10.3174/ajnr.A3080. 14.D01295063 Rev. B 15. Cathera Document ML-0001 16. MTR-NV13342; TR-NV15405 - Microcatheter Compatibility Verification of Pipeline™
Flex with Shield Technology™ 17.M000043DOC1A 18.M000044DOC1A 19.M000045DOC1A 20.M053137CDOC2 Rev B 21.D00343634 / D00360024 Rev A

Pipeline™ Flex with Embolization Device with Shield Technology™
essential prescribing information (EPI) statement

CAUTION: Federal (USA) law restricts this device to sale, distribution and use by or on the order of a physician. Indications, contraindications, warnings and instructions for use for the
Pipeline™ Flex Embolization Device with Shield Technology™ can be viewed at https://www.medtronic.com/manuals. Indications for Use: The Pipeline™ Flex Embolization Device with Shield
Technology™ is indicated for the endovascular treatment of adults (22 years of age or older) with large or giant wide-necked intracranial aneurysms (IAs) in the internal carotid artery from
the petrous to the superior hypophyseal segments. The Pipeline™ Flex Embolization Device with Shield Technology™ is also indicated for use in the internal carotid artery up to the terminus
for the endovascular treatment of adults (22 years of age or older) with small and medium wide-necked (neck width = 4 mm or dome-to-neck ratio < 2) saccular or fusiform intracranial
aneurysm (IAs) arising from a parent vessel with a diameter = 2.0 mm and < 5.0 mm. Contraindications: 1) Patients with active bacterial infection. 2) Patients in whom dual antiplatelet and/
or anticoagulation therapy (aspirin and clopidogrel) is contraindicated. 3) Patients who have not received dual antiplatelet agents prior to the procedure. 4) Patients in whom a pre-existing
stent is in place in the parent artery at the target aneurysm location. 5) Patients in whom the parent vessel size does not fall within the indicated range. Warnings: 1) Pushing delivery wire
without retracting the micro catheter at the same time will cause the open end braid to move distally in the vessel. This may cause damage to the braid or vessel. 2) Use in tortuous anatomy
may result in difficulty or inability to deploy the Pipeline™ Flex Embolization Device with Shield Technology™ and can lead to damage to the Pipeline™ Flex Embolization Device with Shield
Technology™ and microcatheter. To mitigate potential problems as a result of increased delivery forces, reduce the load in the system by: Unloading the microcatheter to the inner curves
of vessel by pulling back on the system (i.e., the microcatheter and delivery wire together). Continue unloading the system until advancement of the device (inside the microcatheter) is
observed, while minimizing the distal tip movement to prevent loss of position. Begin to re-advance the delivery wire while maintaining reduced load in the microcatheter. This process
should be repeated until the device passes through tortuous area and the delivery force is decreased. 3) Resheathing of the Pipeline™ Flex Embolization Device with Shield Technology™
more than 2 full cycles may cause damage to the distal or proximal ends of the braid. 4) Persons with known allergy to platinum or cobalt/chromium alloy (including the major elements
platinum, cobalt, chromium, nickel, molybdenum or tungsten) may suffer an allergic reaction to the Pipeline™ Flex Embolization Device with Shield Technology™ implant. 5) Person with
known allergy to tin, silver, stainless steel, or silicone elastomer may suffer an allergic reaction to the Pipeline™ Flex Embolization Device with Shield Technology™ delivery system. 6) Do
not reprocess or resterilize. Reprocessing and resterilization increase the risk of patient infection and compromised device performance. 7) Post-procedural movement (migration and/or
foreshortening) of the Pipeline™ Flex Embolization Device with Shield Technology™ implant may occur following implantation and can result in serious adverse events and/or death. 8)
Factors which may contribute to post procedural device movement include (but are not limited to) the following: Failure to adequately size the implant (i.e., under sizing), Failure to obtain
adequate wall apposition during the implant deployment, Implant stretching, Vasospasm, Severe vessel tapering, Tortuous anatomy 9) Delayed rupture may occur with large and giant
aneurysms. 10) Placement of multiple Pipeline™ Flex Embolization Device with Shield Technology™ may increase the risk of ischemic complications. 11) Use in anatomy with severe
tortuosity, stenosis or parent vessel narrowing may result in difficulty or inability to deploy the Pipeline™ Flex Embolization Device with Shield Technology™ and can lead to damage to the
Pipeline™ Flex Embolization Device with Shield Technology™ and microcatheter. Advancement or retraction of the Pipeline™ Flex Embolization Device with Shield Technology™ against
resistance may result in damage, including unintended device or component separation, fracture, or breakage of the delivery system due to inherent flexibility limits of device design. Device
damage may result in patient injury or death. Refer to page 4 in the instructions for use for additional information. 12) Do not attempt to reposition the device after full deployment. 13) The
benefits may not outweigh the risks of treatment of small and medium asymptomatic extradural intracranial aneurysms, including those located in the cavernous internal carotid artery. The
risk of rupture for small and medium asymptomatic extradural intracranial aneurysms is very low if not negligible. 14) A decrease in the proportion of patients who achieve complete
aneurysm occlusion without significant parent artery stenosis has been observed with the use of the device in the communicating segment (C7) of the internal carotid artery (47.4% (9/19
subjects in the PREMIER study at 1 year)), including those IAs fed by the posterior circulation or have retrograde filling. Ensure appropriate patient selection and weigh the benefits and risks
of alternative treatments prior to use of this device for the treatment of intracranial aneurysms located in this region of the ICA. The following anatomical characteristics, associated with
retrograde filling, should be carefully considered during procedural planning of C7 intracranial aneurysms: PComm of fetal origin (A PCA of fetal origin is defined as a small, hypoplastic, or
absent P1 segment of the PCA with the PComm artery supplying a majority of blood flow to the ICA); PComm overlapping with the aneurysm neck; and/or PComm branch arising from the
dome of the aneurysm. 15) The safety and effectiveness of this device for radial neurovasculature access in direct comparison to a transfemoral approach has not been demonstrated. The
risks and benefits for radial access against a transfemoral approach should be carefully weighed and considered for each patient. Precautions: 1) The Pipeline™ Flex Embolization Device
with Shield Technology™ should be used only by physicians trained in percutaneous, intravascular techniques, and procedures at medical facilities with the appropriate fluoroscopy
equipment. 2) Physicians should undergo appropriate training prior to using the Pipeline™ Flex Embolization Device with Shield Technology™ in patients. 3) The Pipeline™Flex Embolization
Device with Shield Technology™ is intended for single use only. Store in a cool, dry place. Carefully inspect the sterile package and device components prior to use to verify that they have
not been damaged during shipping. Do not use kinked or damaged components. Do not use product if the sterile package is damaged. 4) Use the Pipeline™ Flex Embolization Device with
Shield Technology™ system prior to the “Use By” date printed on the package. 5) The appropriate anti-platelet and anti-coagulation therapy should be administered in accordance with
standard medical practice. 6) A thrombosing aneurysm may aggravate pre-existing, or cause new, symptoms of mass effect and may require medical therapy. 7) Use of implants with labeled
diameter larger than the parent vessel diameter may result in decreased effectiveness and additional safety risk due to incomplete foreshortening resulting in an implant longer than
anticipated. 8) The Pipeline™ Flex Embolization Device with Shield Technology™ may create local field inhomogeneity and susceptibility artifacts during magnetic resonance angiography
(MRA), which may degrade the diagnostic quality to assess effective intracranial aneurysm treatment. 9) 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. 10) Carefully weigh the benefits of treatment vs. the risks associated with
treatment using the device for each individual patient based on their medical health status and risks factors for intracranial aneurysm rupture during their expected life time such as age,
medical 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 of device use may not outweigh the risks
associated with the device in certain patients; therefore, judicious patient selection is recommended. 11) The safety and effectiveness of the device has not been established for treatment
of fusiform IAs. 12) There may be a decrease in effectiveness and increase in safety events when the device is used in patients = 60 years old. 13) The safety and effective-ness of the device
has not been evaluated or demonstrated for ruptured aneurysms. 14) If using radial artery access, perform a screening examination of the radial artery per institutional practices to ensure
that radial access is appropriate for the patient. Potential Complications: Potential complications of the device and the endovascular procedure include, but are not limited to, the following:
Access site complications like hematoma, inflammation, infection, necrosis, pain and tenderness, granuloma; Adverse reaction to anti-platelet/anticoagulation agents,anesthesia, reactions
due to radiation exposure (such as alopecia, burns ranging in severity from skin reddening to ulcers, cataracts and delayed neoplasia) or contrast media, including organ failure; Vascular
Complications like vasospasm, stenosis, dissection, perforation, rupture, fistula formation, pseudo aneurysm, occlusion, thromboembolic complications including ischemia (to unintended
territory); Device complications like fracture, breakage (including unintended device or component separation), misplacement, migration/delayed foreshortening or reaction to device
materials may occur; Systemic Complications like: Infection, Pain, fever, allergic reactions, organ failure, nerve damage; Bleeding/hemorrhagic complication including retroperitoneal
hemorrhage; Neurological Deficits or dysfunctions including Stroke, Infarction, Loss of vision, Seizures, TIA, Headache, Cranial Nerve Palsies, Confusion, Coma, Hand Dysfunction; Decreased
therapeutic response including need for target aneurysm retreatment; Risks associated with visual symptoms include Amaurosis Fugax/transient blindness, Blindness, Diplopia, Reduced
visual acuity/field, Retinal artery occlusion, Retinal ischemia, Retinal infarction, Vision impairment including scintillations, blurred vision, eye floaters; Intracranial Hemorrhage (including from
Aneurysm Rupture) Brain Edema, Hydrocephalus, Mass Effect; Death. Complete indications, Contraindications, warnings and instructions for use can be found in the product labeling
supplied with each device.

Phenom™ Catheters Indications for Use:

Phenom™ catheters are intended for the introduction of interventional devices or diagnostic agents into the neuro, peripheral, and coronary vasculatures.
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