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INNOVAW Vascular Self-Expanding Stent System

INTUITIVEBYDESIGN

The Innova Stent System is designed to provide a precise, predictable experience for
vascular interventionalists. It is purpose-built for the treatment of SFA lesions and expertly
engineered for smooth deployment and accurate placement.

HYBRID CELL ARCHITECTURE

» Closed-cell ends for deployment stability
and unifarmity

* Open-cell center far flexibility and
fracture resistance

COMPLETE SFA SIZE MATRIX
* Diameters 5 to 8 mm
* | engths up to 200 mm

TRIAXIAL DELIVERY SYSTEM

* Blue outer stabilizing shaft designed to control
deployment forces and facilitate precise placement

* fiddle shaft retracts to deploy stent

INTUITIVE DELIVERY

* Thumbwheel for one-handed deployment

* Pull-grip to complete deployment of 150 mim
and 200 mm stents

Learn more:
www.bostonscientific.com/Innovastent
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INNOVA™ VASCULAR SELF-EXPANDING STENT SYSTEM

CAUTION: Federal law {U5A) resricts this device @ sale by or on the oder of 2 prysician. Axonly. Prier o use, please sez the compleie “Dinections for Lsa® for mane
isfarmatian o lndications, Contrandications, Wamings, Precavdions, Advarse Bsenis, asd Operator's kstructions

INTEMIDED USE  INDICATIONS FOR USE: The lsnova™ Vascular Sabl-Eqanding Stent System is indicated b improve umiral dameser is the fretmaest of spmztomatic
de-nown o pestenatic lesins in the natres supericial fzmoral aeny |S3FA| and/or prosimzl poplieal artery |PPA) wath refesence vessel diameters fom 40 mm e 7.0 mm and
lesion langths uz i 150 mm. CONTRAIMDICATIONS: Patients with contraindicatinn 1o ashplatelet and)or amicoagulation theragy; Patianes who ace jedged 16 howe alesios
that prevests proper placement o deploymest of the steet; & kesion S is within an aneurysm or an aneurysm with a prccimal or distal syment to e |esios; Patiests whe
exhizit angicgraphic evidanoe of severe thiomizus in the teget wessel or lesion site beforefafer usdergeing Perostascous Trassluminal Angicplasty (PTY) procedere; & lesion
through wiich  geide wire canaol paes. WARNINGS: Do not e o organic sabeents [e.g. alohall Stemting acmes a bitencation or side branch could compromss fuum
diagnestic or therapestic pracedures; The stentis rat designed for sepasitiening ence the stent & partialy dezloyed, ® camnct be “recapterss” or “reconstrained ” usisg e
stost dalwary system. MUECAUTIONE: The delivery syssom is not designed Sor umn wiss power injection systems. Only advanee the stent delivery system mier a 36 1035 in
uidmane. Abways use an introd ucer or guide sheath for e implart procedure, to protect the access site. (F stosg resistance is met with e inredection of the delivery sys
tem o1 il urable o initaie rlease of the stest, remawe the entire systam from Se patient and istraduce a new systarm. Neser past-dilaie the stent using 2 kalloen St is lam
or in dameier than the nominal (zbeled| dameter of e ssent. When catheters 2 in Se bedy, they should be manipuated only snder duoroscopy. Fadographic muipment
that prevides high quality images is meeded. The stest delivery spstem is mal intended for arterial blzod mositeing. The misimally acceptatle inredecer ar quide sheot sim
is prinded om ihe packape label Do not attempt to paes the stest delmeny sestem shioegh 2 smaller S22 istroducer or guide sheath fan indicated on the labed. Do nof semae
the thumirsfes] lock prior o deployment. Premature remaval of the themirahedl lock may result i 2n uniniended deplpymens of the stent. Prior to deployment, ensam ade
e distance batwaen the procimal and of stent and the intmduceruide sheath o prevant deployment within intscdecenguide shaath. This device has net been testad in
peatients weha are pregrat of patients whe may be pregrant. Take castion whes considering whether W use the device in Etiens with knosn alegy W nices|-titniem aley
or cardrast media. Take caution when considering whesher t ese this device in vessel in which there may be 2 resideal stenosis of S dameter or larper in e faget vessa|
after the plasned inservestion. In patiests with peor kidsey function, coniizst apests may precipifate kideey failire. FOTENTIAL ADVERSE EVENTS: Based on the iteraum
and om chinical and commercial experience with sH-eqpanding stents, the falowisg list incledes same posshie adeerse avents wsocited with the wse of the devioe or the
stesting procedera: Allergic szaction [to drug, contrast, device or other| Angira Aneunvsm; Arhythmin; Aeterivencus Sstuby; Bleading Hemarrhage; Bradycardio; Deess; g
reactions Emboliration [ar, plgue, thrombes, device, tissue, o pter|, Boremity ischemiz/'ampetation; Fever Fematoma; Leg pain/daedication: Myncardial Infanction; kaesea
o vamiting: Nend for urgant imenvestion or susgery; Pscudoaneurgsm formation; Resal irsulfidescy or failure; Restenosis of stented artery; Sapsis/infection Stz bacten,
Stent migration: Steat misplacementjemping Stroke; Taiget Lesion Revascslanzation; Thrombesis/Sarombus; Tissue ischemi/secrosis; Tansest emodyramic nstabibty
{petonsive/yzeriensive epmadest Vasospasm; Vessel injury, incleding perforstion, trauma, rupture and dissection; Yessel ooclisien
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