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If you or @ member of your family has been diagnosed with peripheral arterial occlusive disease (PAGD)™ or
claudication*, you may have guestions about the disease and its treatment, especially if your doctor has treated you
using the LifeStent FlexStar™ or LifeStent FlexStar™ XL Vascular Stent*.

This guidehook is designed to help you and your family understand PACD and the treatment with a vascular stent.

While this guidebook answers some of the questions patients with PAQD often ask, if you have any guestions as you
read this guidebook, please write them down and discuss them with your docter or nurse.

* Please see glossary for definilion 9
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INTRODUCTION

What Are The Superficial Femoral and Proximal Popliteal Arteries*?

Arteries™ are blood vessels* that carry blood away from the heart. The superficial femoral and popliteal arteries
extend from the arleries in the pelvic region down to your knee. The superficial femoral arteries therefore carry
oeygen-rich biood through the legs.

What Is Peripheral Arterial Occlusive Disease (PAOD)?

PAOD is caused by the build up of fafty substances within the arteries, in a process known as atherosclerosis®.
This causes a narrowing or blockage called a stenosis* that limits bloed flow. Seme of the mere commonly
affected arteries by PADD are those which are located in the iegs, arms, neck and abdomen. Some of the
symptoms you may experience due to blockages Incated in the arteries of the leg are:

Adull, cramping pain in the hips, thighs, buttock or calf muscles (claudication};
Numbiness/tingling in the leg, foat, ar toes;

Changes in skin color such as pafeness or bluish color in feg, foot, or toe;
Changes in skin temperature of leg, fot, or toes.

What Are The PAOD Risk Factors?

Based on clinical studies, it has been determined that you are at the greaiest risk for PAQD if you have a
history of:

.

Diahetes*

Coronary artery disease*

High hlood pressure*

High chalesterol*

Smoking, or are & current smoker

You may also be at risk for PAQD if you are overweight, are relatively inactive or if you have a family history of
PAOD,

* Please see giossary for definitioin 4
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How is PAOD Diagnosed?

Patients should be sereened for superficial femoral artery blockages if they have:
= Pain In legs with activity or watking which is relieved with rest;

The following diagnostic tests may be performed i superficial femoral artery disease is suspected.

Ankle-Brachial index*: The Ankle-Brachial Index (AB} is a test done by measuring blaod pressure at the ankle
and the arm while a person s at rest. Measurements are usually repeated at the ankle and the arm after 5
minutes of walking on a treadmill.

The resuit of the ankle-brachial index (AB) test is used to predict the severity of PAOD. A slight drop in your ABI
with exarcise means that you probably have PACD. This drop may be important because PADD can be linked
to a higher risk of heart attack or stroke.

Superficial femoral artery ultragound*: A spung-wave test that projects ar image of the superficial femoral
arteries onto a screen. This test allows the size of the vessel 1o be measured and the flow of blood to the iegs
ta be tracked. This can ba helpful in identifying narrowing in the superdiciat femoral arteries. This test is painless
and does not raguirg the use of needles, dye, or X-rays.

Fluoraseopy*/angiogram*; An x-ray based image obtained by injecting dye through a small tube (catheter’)

inserted into an artery in the groin or arm_ This prosedure will determing axacily where the narmowing is located
and will help to guide further treatments.

* Please sea giossary for definiton 5
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TREATMENT OPTIONS

There are four basic treatment aptions for patients with superficial femeral artery stenosis.

Diet Modification and Exercise

Decreasing the amount of fat and chalesterol* in your diet in combination with walking exercises are the
cornerstones of trealing superficial femoraf arlery stenosis. Your doctor will make specific dietary and exercise
recommendations for you. Other life style changes may also need to be made, especially the discontinuation of
smoking.

Medical Management

Medicine can be prescribed 1o help dilate the blood vessels* in your legs in order to improve biood flow.
Additionally, medications that help tc lower your cholestero! and fats may be prescribed. if you have diabetes,
your physician may recommend modifications to medications to help reduce your blood sugar lavels.

Superficial Femoral Artery Bypass Surgery

A man-made gratt* or one of your own veing” could be used to act as a detour to create new channels to
carry blood to and through the legs

Superficial Femoral Artery Balloon Angioplasty and Stenting

This procedure uses a small tube (catheter) with a small balloon on the end o open the narrowed superficial
femoral artery ar popliteal artery by compressing the plague* against the lumen* wall. This process is designed
to reduce the narrowing until it no longer interferes with blood flow. The balloon is deflated and removed fram
the artery.

[ necessary, a stent*, which is a metatlic wire-mesh tube, is then placed into the opened artery. When expanded,
the stent acts as a brace or suppart to keep the artery open, restoring normal blood flow. Over time, the artery
wall will heat around the stent as it continues to suppaort the vessel.

* Plgase see glossary for ceffiiig G
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WHAT IS THE LIFESTENT FLEXSTAR™ & LIFESTENT FLEXSTAR™ XL
VASCULAR STENT (DEVICE DESCRIPTION)?

The LifeStent FlexStar'™ & LifeStent FlexStar™ XL Vascular Stent is a flexible mesh tube made from Nitinol*. Nitinof
is a metal designed to expand to a predetermined size once it is warmed by the heat of your body. The stent is
contained in a delivery syslem for passage thratgh the body and to the superficial femoral arteries. The stentis shown
in Figure 1.

Figure 1

When can the device be used {Indicatian for Use*)?

The LifeStent FlexStar™ & LifeStent FlexStar™ XL Vascular Stent is indicated 1o improve luminal diameter in the
treaiment of symptomatic de-novo* or restenatic* lesion up to 160 mm in length in native superficial femoral
artery {SFA) and/or proximal papliteal artery with reference vessel diamaters ranging from 4.0 - 6.5 mm. In other
words, the device can be used to support or prop open a blocked area of the artery in your leg

When should the devige not be used (Cortraindications*)?

« i you have an allergy to Nitinol {nickel, titanium), and/or tantalum. Hyou have had a skin reaction o metal
jewelry or belt buckles you may be allergic to the metal used to make this stent and you should discuss
with your doctor whether the potential benefits of implanting a stent outweigh the risks.

+  If you cannot take aspirin or biood-thinning medications (afse called antiplatelets or anticoagulants)

+  Ifthe physician decides that the blockage will not allow complete inflation of the angioptasty halloon or
proper placement of the stent.

T Please seg glossary for deliniton 7
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YOUR PROCEDURE

What Are The Risks Of The Procedure?

Your doctor should have discussed the procedure in delail with you and explained the possible risks and
potential benefits of the device. Please make sure that your doclor has answered all of your questions.

The procedure usad 1o place the LifeStent FlexStar™ & LifeStent FlexStar™ XL Vascular Stent may invalve certain
risks. These risks include, but arg not limitad to:

+  Abnormat biood-filled difation™ of a weakened artery wall (aneurysm)

s Aln pieces of devices or fragments of clot blocking the artery, which could cause your toe to wrn blue.
«  Allergic reaction lo dye {contrast* media) which could include Kidney failure
+ Bleeding at the access {puncture} site in your groin or arm

«  Bruising, swelling at the puncture site

s (Creation of an abnormal passageway between two areas of the body (fistulization)
« Damage ta the superficial femoral artery

s Death

*  Decreased or increased blood pressure

*  Excessive bleeding (hemorrhage)

«  Expansion of one or more layers of the vessel wall (pseudoaneurysm)

+ Heart attack {myocardial ischemia/infarction)

= Iniection/fever

+ lrreguiar heartbeats, possibly life threatening

= NMerve damage (peripheral neuropathy)

*  Persistent vessel spasm

«  Plague dislodgment

« Recwrrence of the blockage (restenosis*)

»  Re-narrgwing of the artery

= Rupture of the superficiat famoral artery (dissectian}

s Siroke

s Unexpected limb loss

Specific risks associated with vascular stents like the LifeStent FrexStar'™ & LifeStent FlexStar™ XL Vascular
Stents include:

«  Pracement of the device in the wrang spot;

«  Movement of the device once it is placed in your body causing reduced blood flow,

s Aliergic-reaction to the metal of the stent, which includes nickel, titanium, and tantaium;
+ Breakage of the flexinle mesh tube (i.e., fracture}

! Plagse see glossary for defwntion g
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The above device related events might result in additional pracedures andfor the placement of additional
vascular stents.

What Is The Patential Benefit Of Using The LifeStent FlexStar™ & LifeStent FlexStar™ XL Vascular Stent?

The safety and effectiveness of the LifeStent Vascular Stent was compared to balloon inflation alone in the
RESILIENT trial that included 206 patients. All patients were followed for 1 year. The study results showed that
patients who recelved a LifeStent had a significantly higher patency rate al one year, when compared 1o
balloon inflation alone, (79.5% for LifeStent, 37.4% for ballocn angioplasty). The combined occurrence of Major
Adverse Clinical Events which is comprised of death, stroke, heart attacks, clot blocking the artery, emergency
surgical repalr, and/or worsening feg pain was 14.4% for LifeStent patients and 14.1% for balloon angioplasty
patients. The study therefore showed the risks associaled with the LifeStent are equivalent te the risks
associated with ballgon inflation afone.

Additionally, the safety and effectiveness of the LifeStent FiexStar™ and FlexStar™ XL Vascular Stent Systems
werg confirmed in the E-TAGIUSS trial that included 37 patients. All patients were followed for 30-days. The study
resuits snowed that the LifeStent FlexStar™ and FlexStar™ XL Vascular Stents were able to be accurately

depioyed and demonstrated minimal length change {deployment success 100.0%).

Long term risks and benefits (i.e., greater than one year) associated with the LifeStent are currently unknown.

* Please see glossary for defmitien 9
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AFTER YOUR LIFESTENT FLEXSTAR™ or LIFESTENT FLEXSTAR™ XL
VASCULAR STENTING PROCEDURE

What To Expect During Your Recovery

Before you leave the hospital, your doctor will give vou guidelines for activity, diet and medications. You will be
advised when you can resume nermat activity and return to work. Your doctor will prescribe medications for you
to-1ake to prevent blood clets* from forming in your newly opened bloed vessel. Please nolity your doctor if these
medications cause urpleasant reactions. Do not stop taking them untess your doctor advises you to do so.
Different medications may be prescribed that suit you better.

The healthy lining of the vessel should stowly grow over the stent, permanently incorporating it into the vessel
wall. You will not feel the stent and your daily activities will not be affectad. Since you now have & vascular stent
implanted in your leg, you should tell this to any doctor who treats you in the future. To help yourself stay
fealthy in the future, you are encourzged to make important diet, exercise, and lifestyle changes. Some patients
inay need few modifications while others may need to make many changes. Those patients who are able to
reduce the tats and cholesterol in their diets are less likely to redevelop blockages in the stent. A law-fat,
low-cholesterel diet can lower the levels of fat in your blood and reduce your risk. Choosing to eat healthy feods
in the right proportions will also help you to achieve and maintain a healthy weight.

In addition to a healthy diet, it is extremely important to avoid smoking. If you need help guitting. please notify
your healthcare provider.

Fallow-Up Examinations
You will need to see the doctor whe implanted your stent for routing follow-up examinations. During lhese visits,

your doctor wilt manitor your progress and evaluate your medications, the clinical status of your disease, and
how the stent is working for you.

Keep your Implant Card Handy

Show your implant card i you report ta an emergency room. This card identifies you as a patient who 1as a stent
implanted.

If you require & magnelic resonance imaging (MRI) scan, tell your doctor or MRI technician that you have a
stent implant and direct them to follow the instructions written on 1he implant card.

* Pleasg sep glossary for defimton 10
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Safety During Magnetic Resonance imaging (MRI*)

After placement of your LifeStent FlexStar™ or LifeStent FlexStar™ XL Vascular Stent, your docter may request
4 special test that uses efectrical waves from a magnet ta obtain images of the ingide of your body, called a MR,
Your LifeStent FlexStar™ or LifeStent FlexStar™ XL Vascular Stent has been classified as MR-Congitional. This
means that an MRI can be done safely if specific testing conditions are followed. These conditions are eutlined
on the implant card that was provided to you as part of your procedure. Please grovide this information to
anyone assisting you with a MRI. A copy of the information located on the card is provided below.

Genditions for All Stenls

Non-clinicat testing has demonstrated {hat the LifeStent Vascutar stent is MR Condttional. It can be scanned
safely under the following conditions:

¢ Static magnetic field of 1.5-Tesla or 3-Tesla.

»  Spatial gradient field of 1000 Gauss/cm or less.

+  Maximum whole-body-averaged specific ahsorption rate {SAR} of 1 Wrkg for 15 minutes of scanning. For
tandmarks superior of the umbilicus, a whoie body SAR up to 2 W/kg may be applied.

= Inaconfiguration where the patients legs are not in contact with each other.

3.0 Tesla Temperature Rise

In an analysis based on non-clinical testing and computer modeling of a patient, the 80 mm length LifeStent
FlexStar™ Stent was delermined to produce a polential worst-case temperature rise of 3.2%C for a whole body
averaged specific absorption rate (SAR) of 1 W/kg for 15 minutes of MR scanning in a 3.0 Tesla, whole body
MR system for a fandmark in the legs. Temperature rises can be twice as high at a whole hady averaged SAR
of 2 W/kg for landmarks below the umbilicus. Temperature rises were reduced for landmarks above the
umbihicus. Temperature rises of stents were measured in & non-chinical configuration using a GE Signa HDX
WWhole Body active shield MR scanner using software version 14/LX/MR and a phantom designed Lo simulate
human tissug. The phantem average SAR calculated using calorimetry was 2.8 Wrkg, When the stent was
placed in a worst-case location within the phantom, the maximal temperature rise was 1.9°C when the local
SAR was scaled to 2 Wrka.

" Pluase see glossary for definiion 17
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1.5 Tesla Temperature Rise

In an analysis based on non-clinical testing and computer modeling of a patient, the 170 mm length LifeStent
FlexStar"™ XL Stent was determined to preduce a potertial worst-case lemperature rise of 3.9°C for a whole bady
averaged specific absorption rate (SAR} of T Wkg for 15 minutes of MR scanning in & 1.5 Tesla, whole body
MR system for a landmark in the legs. Temperature rises can be twice as high at a whole body averaged $AR
of 2 W/kg for landmarks below the umbilicus. Temperature rises were reduced for landmarks above the
umbilicus, Temperature rises of sients were measured in a non-clinical configuration using a GE Signa whole
bedy coil and a phartom designed te simulate human tissue. The phantom average SAR caiculated using
calorimelry was 2.2 W/kg. When the stent was placed in a worst-case location within the phantom, the maximal
lemperature rise was 3.5°C when the local SAR was scaled to 2 Wrkg.

Additional Information
MR image quality may be compromised if the area of interest is in the exact same area or relatively close to

the position of the stent. The LifeStent Vascular stent has not been evaluated in MR) systems other than 1.5 or
3.0 Tesla. The heating effect in the MR! environment for overlapped or fractured stents is not known.
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GLOSSARY
Term Definition
. An x-ray procedure in which contrast dye is injected into the arteries to diagnose
Angiogram

a narrowing or blockage of the artery.

Ankle-Brachial Index
(ABI)

A non-invasive test used to determine the degree of peripheral arterial occlusive
disease within the subjects iimbs.

Artery

A blood vessel that carries bload from the heart and lungs through the body.
Blood in arteries is full of oxygen.

Atherosclerosis

The process of fatty depesits andfor calcium build-up (plaque) an the inside of the
arieries.

Balloon Angioplasty

A procedure whereby a dilation catheter is passed through to the blocked area
of an artery. Once the balloon is inflated, the catheter opens the blocked areain
tie artery. Alse called Perculaneous Translumninal Angicplasty (PTA).

Blood Clot

A clump of hleod cells that blocks or prevents normal blood flow.
Blood Vessel An artery or vein
Gatheter A hollow tube used for gaining access to a blood vessel.

Cathelerization

A procedure that invelves passing a tube (catheter) through biood vessels and
injecting dye to detect blockages.

Cholesterol

A substance that circulates in the blood and plays a role in the formation of
blockages. Choleslerol originates in foods that are rich in animal fat.

Glaudication

Pain in the leg that occurs with work or exercise, but may also occur when resting,

Contraindications

A condition that makes a specific treatment or procedure improper or undesirabla

Contrast

X-ray dye used to view the arteries during an angiogram.

Coronary artery
disease

A condition where the arteries that supply blood to the heart muscles progressively
NATGW.

De-Novo Lesion

Alesion identified within your own artery that has not been previously treated via
percutaneous intervention or surgical means.

A disease affecting one's metabolism of glucose (segar) which causes changes

Diabetes 1n the blood vessels. These changes may aid in the development of peripheral
artery disease.
Dilation The widening or stretching of an opening or a hallow struciure in the body

Dilation Catheter

A catheter with a halloon on the end that can be inflated.

Fluaroscopy

An x-ray procedure in which contrast dya is injected into the arteries lo diagnose
a narrowing or blockage of tie artery.

Graft

A portion of one of your veins or 2 man-made synthetic tube that your surgeon
connects above and below a blockage to allow hlcod 1a pass through it and
around the blockage.

Guiding Catheter

A holiow-tube through which fluids or objects can be introduced or removed from
the body.

—
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Term Definition
Called hypertension, A condition where there is 100 much pressure inside your
High Blood Pressure bleod vessels. Blood s pushed too hard by the heart against the blood vessel

walls.

High Cholesterol

A medical condition where there is too much cholesterol circulating in the blood
stream.

Indication for Use

When a device or procedure can be usec

Lesion A hlockage in a blood vessel. Also known as a plague or stenosis.
LifeStent FlexStar™ A thin, flexible metal mesh tube that can be implanted in the arteries that supply
Vascular Stent blood 1o the thigh and knee.

Local Anesthetic

A substance used to numb the area to which it is applied.

Lumen

The inner channel or cavity of a vagsel or tube.

MRI {Magnetic Reso-
nance Imaging)

A diagnostic test that uses magnetic waves to obtain images of the inside of your
body.

A special metal made of nickel and titanium that remembers its shape. Nitinol

Nitinol can be compressed when coid and expands back to its original shape and size
when heated.
Percutaneous Performed through a small opening in the skin.

Peripheral Artery
Occlusive Disease

Vascular disease, which affects the blood vessels, especiaily those of the
extremities.

Plague

An accumuiation or build-up of fatty deposits, calcium and/or cell debris in an
artery ihat leads to narrowing of the fumen.

Platelet Inhibilors

Meadications to prevent blood cells called platelets from sticking together and
blocking ihe artery.

Popliteal Artesies

The arferies 1hat pass through your knee.

Restennsis The recurrence of a narrowing or biockage in an arlery after treaiment.
Stenosis A narrowing of any canal, especially one of the superficial femaral vessels.
Stent An expandable, metallic, lubular shaped device that provides structural support

for a vessel.

Supetficial Femoral
Arteries

The arteries that exlend from your pelvic region down to yaur knee.

Thrombus A hlood clot.
Transluminal Tirough the inside opening of an artery.
Triglycerides Substances in the blood that are a component of the “bad” type of cholesteral.
A non-invasive test using sound waves to determine the presence of artérial
Ultrasound
NArrowing.
Vein A blood vessel that carries blood from the organs of the body back te your heart.

6
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CONTACT INFORMATION

Your doctor or nurse will review this material with you. We encourage you to ask them any questions regarding your
treatment and recavary.

Additionally, your doctor may recommend that you join a support group to speak with others who have undergone
similar procedures. Ask your doctor for contact information about these groups and possible web site addresses.

64



BAWB0O5925:BAWB05925 28.01.2009 09:38 %ite 16

B05925 vers.1/12-08

o



Dawh (05680 :BAWBOS680  29.01.2009 14:24 %ite 1
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Bard® LifeStent FlexStar™ Stent and Delivery System
Vascular Application

Recommended Guidewire Length Table
Catheter Recommended
Working Length Guidewire Length
130 cm 300 cm
80 ¢cm 260 cm

4
: €——————————— 13 cm&80cm
®
1 160 cm & 110 cm

Figure 1. LifeStent FlexStar™ Vascular Stent System

%
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CAUTION: U.S. federal faw restricts this device te sale by or on the order of a physician

(or properly licensed practitioner),

This device is supplied in sterile condition. All materials inside the sterile barrien
pouch (the delivery system and stent, as shown In Figure 1, as well as the tray and
\pouch liner) are sterile. The external surface of the sterile barrier pouch, as well as
the product carfon, should not be considered sterife.

A. Device Description

The LifeStent FlexStar™ Vascular Stent System is
designed 1o deliver a self-expanding stent to the
peripheral vasculature via a sheathed delivery
system. The LifeStent FlexStar™ Vascular Stent
System is comprised of the following;

An implartable self-expanding nickel-titanium alloy
{nitinol} stent (1), as shown in Figure 1 and Figure 2.
Tha stent is a tlexikie, fine tubular mesh prosthesis,
with a helicat design, which achieves its unconstrained
diameter upon deployment inta the target vessel.
Upon deployment, the stent imparts an outward radial

force on the luminal surface of the vessel to establish
patency. The stent has a fotal of 12 tantalum radio-
pagque markers (Figure 2, tems 1A & 1B) located on
the gnds of the stent {i.e., 6 at each end).

A delivery system, as shown in Figure 1, is comprised
of an inner tubing assembly that contains the guide-
wire lumen, a stent delivery sheath {2) and a systerm
stability sheath (3), which are linked together by
means of a handle {4). The guidewire kimen terminates
distally in an atraumatic catheter tip (5} and criginates
proximally in a luer hub (6) designed to accept a
compatible guidewire. The self-expanding stent {1)
is constrained in the space between the guidewire

_ $;
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iumen and stent delivery sheath. Unintended stent
movement during sheath retraction is restricted by
the delivery system. The stent delivery sheath has a
radiopaque zone (7) at its distal end. Prior to deployment,
the shipping lock (8) must be remeved and discarded.

Refer to "Stent Deployment Procedure, Secticn 4.
Deploy Stent” for directiens on deploying the stent
with the:

+ Thumbwheel (3}
» Fast Track Deployment Lever {10)
« Rapid Deployment Ring {11)

0 E
TrmrmEme e ey
Figure 2, LifeStent FlexStar™ Vascular Stent

_E} EEESES ST

B. Indicatien for Use

The LifeStent FlexStar™ Vascular Stent System is
intended fo improve duminal diameter in the treatment
of symptomatic de-ncvo or restenatic lesions up to
160 mm in length in native superficial femoral artery
{SFA} and/or proximal popliteal artery with reference
vessel diameters ranging from 4.0-6.5 mm.

C. Contraindications

The LifeStenmt FlexStar™ Vascular Stent System is
contraindicated for use in:

Patients with a known hypersensitivity ta nitinol
{nickel, titaniumyj, and tantalum.

Pattents who cannot reseive recommencded anti-
platelet and/or anti-coagulation therapy.

Patients who are fudged to have a lesion that
prevents compieie inflation of an angicplasty
halleon or proper placement of the stent or stent
deiivery system.

D. Warnings

E.

DO NOT use if the temperature exposure indicator
{i.e., square label found on the pouch) is black as
the unconstrained stent diameter may have been
compromised. The temperature exposure indicator
labef should be grey and must be clearly visible on
the pouch.

The LifeStent FlexStar™ Vascular Stent System is
supplied sterile and is intended for single use only.
DO NOT resterilize and/or reuse the device.

DO NCT use if pouch is apened or damaged.

DO NOT use the stent after the end of the month
indicated by the “Use By" date specified on the
package.

Persons with allergic reactions to nickel titanium
{nitinol) alloy may suffer an allergic response to
this implant.

DO NOT use with Ethiodol™ or Lipiodol contrast
media.

DO NOT expose the delivery system to organic
solvents (e.g., alcohol).

The stent is not designed for repositioning or
recapturing.

Stenting across a major branch could cause
difficulties during future giagnostic or therapeutic
procedures.

If multiple stents are placed in an overlapping
fashion, they should be of simitar compesition
{i.e., nitinol}.

The leng-term outcomes following repeat dilatation
of andothefialized stents are unknown.

Precautions

The device is intended for use by physicians who
have received appropriate training.

The delivery system is not designed for use with
power injection systems.

Recrossing a partially or fully deployed stent with
adjunct devices must be performed with caution.
Prior 1o stent deployment, remove slack from the
delivery system catheter outside the patient.

——
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» If excessive force is felt during stent deployment,
do not force the delivery system. Remove the delivery
system and replace with a new unit.

» Store in a cool, dark, dry place.

+ Do not attempt to break, damage, or disrupt the
stent after placement.

+ Stent fraciures were noted te be an uncommon
avent in the RESILIENT trial. Stent fractures may
occur with the use of overlapping stents; however
there was no correlation between stent fractures
and the number of stents implanted in the
RESILIENT triai. Fractwes may occur in SFA ar
popliteal segments that undergo significant maticn,
particularly in areas with severe angulation and
tortuosity. The RESILIENT iriaf was not designed to
show a correlation between stent fractures and
the location although six (6) fractured stents were
observed in areas with severe calcification, and
one (1) stent placed across the point of flexion in
the mid-popliteal region resulted in a fracture.
Care should also be taken when deploying the
stent as manipulation of the delivery system may,
in rare instances, lead to sient elongation and
subsequent stent fracture. The long-term clinical
implications of these stent fractures have not yet
been established.

F. MRI Gonditions
Conditions for All Stents

Nen-clinical testing has demonstrated that the
LifeStent FlexStar™ Vascular Stent is MR Conditional, It
can be scanned safely under the following conditions:

Static magnetic field of 1.5-Tesla or 3-Tesla,
Spatial gradient field of 1000 Gauss/crn or less.

« Maximum whole-body-averaged specific absorption
rate (SAR) of 1 W/kg for 15 minutes of scanning.
For landmarks superior of the umbilicus, a whoie
bady SAR up 1o 2 Wikg may be applied.

In a configuration where the patients legs are not
in contact with each other.

-

3.0 Tesla Temperature Rise

In an analysis based on non-clinical testing and com-
puter medeling of a patient, the 80 mm length
LifeStent FlexStar™ Stent was determined to produce
a potential worst-case temperature rise of 3.2°C for
a whole body averaged specific absorption rate (SAR)
of 1 Wkg for 15 minutes of MR scanning in a 3.0
Tesla, whole body MR system for a landmark in the
legs. Temperature rises can be twice as high at a
whole body averaged SAR of 2 W/kg for landmarks
below the umbilicus. Temperature rises were reduced
for fandmarks above the umbilicus. Temperature rises
of stents were measured in a non-clinical configuration
using a GE Signa HDX Whole Body active shield MR
scanner using software version 14/DYMR and a
phantom designed to simulate human tissue. The
phantom average SAR calculated using calorimelry
was 2.8 W/kg. When the stent was placed in a worst-
case kcation within the phantomn, the maximal
temperature rise was 1.9°C when the local SAR was
scaled to 2 Wrkg.

1.5 Tesla Temperature Rise

In an analysis based on nen-clinical testing and
computer madeling of a patient, the 170 mm length
LifeStent FlexStar™ XL Stent was determined to produce
a potential warst-case temperature rise of 3.9°C for
a whale body averaged specific absorption rate (SAR)
of 1 Wikg for 15 minutes ¢f MR scanning in & 1.5
Tesla, whoie bedy MR system for a landmark in the
legs. Temperature rises can be twice as high at a
whole body averaged SAR of 2W/kg for tandmarks
below the umbilicus. Temperature rises were reduced
for landmarks above the umbilicus. Temperature
rises of stents were measured in & non-clnicat
configuration using a GE Signa whole body coil and a
phartom designed o simulate human tissue. The
phantorn average SAR calculated using calorimetry
was 2.2 W/kg. When the stent was placed in a worst-
case location within the phantom, the maximal
temperature rise was 3.5°C when the local SAR was
scaled to 2 Wikg.

Aﬁg_,_
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Additional Information data is available for 46 deployed stents. All subjects were
Tollowed for 30 days following the index procedure.

MR image quality may be compromised if the area of
imerest is in the exact same area or refatively close to the H. Adverse Events
position of the stent. The LifeStent FlexStar™ Vascular

stent has riat been evaluated in MR systems other than a.  Observed Adverse Events

1.5.0r 3.0 Teska The heating effect in the MRf environment The following acdverse events were documented
for overtapped or fractured stents is nat known. during the course of the RESILIENT trial (N=226).
. . n . AESILIENT Trial Advarse Evert Summary
G. Overview of Clinical Studies RESILIENT
RESILIENT i Flﬂslhllity
Two independent clinical studies suppart the safety and LifeStort )
: ) [N=134) PTA (N=72) |LifeStent (N=20}
effectiveness of the LifeStent Vascular Stent Systems. wihps N Sovms N | %o
[Event svenis} evenis] svenis]
The RESILIENT pivotal trial was a prospective, rando- Ii""'”""" Eeonts
. . . IMajor Ad: Events | O {0/1:34) {0] 0 0472} 0 {0/20) [0]
mized, multi-center study designed to compare the WW%W
safely and effectiveness of the LifeStent Vascular [rocadatinorction, Lo guragjol | wierno] | o W)
. . [Farget Limb Losa /
Stent System to PTA in the treatment of symptomatic 0 Yo | owram | e
vascular disease of the superficial femoral artery q‘; g%ﬁ-ﬁ-z-;mﬁm; w:ﬂ
(SFA} and proximal papliteal artery. 206 subjects [Non TR AEE RN ETOR I
were randomized in a 2:1 fashion between the test 5‘“‘"’2““ U‘g:":’ Eg* gm[l”' 0(0720) 10]
Distal Embglization 1 [{§134) 0] 0 {0/20} [0)
and control arm at 23 U.S. and 2 European centers. mmmm
In total, 134 subjects were randomized to the test “:)'::T“ _ i i
. B 55 requiring
arm (treatment with the LifeStent Vascular Stent ransfusion S@ ) 1) | bR
System) and 72 subjects were randemized to the essel Pertaration | 0034 [0} | 0072110 | 0020101 )
. IVessel A 0 (0/4:34) [0] 0 (0472 [0] 0 {0:20) [O]
control arm {treatment with stand alone balloon Fressal p::: o 2

. . . A o3 e | 14 | S0nen )
angioplasty). The primary safety endpeint was 30- MEUYSD ...
day mortality and the primary effectiveness endpaint T . T R

¥ ’ p ry. p ' Th:nmhosls (<24 Hours] aonsa | omram | 8 107200 0]
was tha 6-month re-intarvention rate, 30-day data is e oo

. . al i
available for 99.5% (205/206) of the randomized btolar Adverse Events | 0107194 (0] | 0 (@72t | 840720 [0]

+ _ i i H Deslth (07134 D {0/72) 0 {D/2q) {0
subjects and 6-month effectiveness data is available et | m{%—n}mll%l—u_ Sl
for 89.3% (184/206) of the randomized subjects. All [rarget Limb Loss /

" G101134)[0] | O (0572 [0} 0 (0/20) [01

biects are being fallowed for 4 tatal of th prion ——

subjects are being followed for a total of three years R T (17134 2]l 7 e ]| T

following the index procedure. iR Jor anag 1.7 po7a) ol 0020 (o) |
on-TLA 0.7{17133) [1]] 140172} [1! 0 (20 [l]l

Tne E-TAGLUSS supporting tial was a prospective, non- R T T YT TN
randomized, multi-center study desigred to assess the pocess Site Bieeding / |2 v v ayaay | so 0

acute deliverability of the LifeStent FlexStar™ and ioed Loss gy

FlexStar™ XL Vascular Stent Systems. 37 subjects were [Iaasiusion kel INaitl Mhdetel
treated in 7 E " ™ .. i d [Vesse! Perforation 0 (0134) [0] | 007 [0} {0/20) [0
rga in 7 European centers. The primary sately end- Wreseel Anworysm B A3 (0] | 00720 | R0
point was 30-dzy moriafity and the primary effectiveness i::ﬁ;::““' voram ol | vanaa | soemm
endpoint was the assessment af stent length following essel Dissection | 4.5 (6/134) (E120.6 (16772) 16]]_ 5.0 (120 {1
deployment. 30-day mortality data is available for 91.9% ;;';':;03;34 W5 | gz | cornm | conmmp

{34/37) of the freated subjects and deployed stent length

.



bawb{05680:BAWBOS680  29,01.2009 14:24 fite 5

RESILIENT Trial Adverss Event Summary

RESILIENT
RESILIENT Randomizad Fausibility
LifeStent LifeSiant

{Nx134) PTA (NxT2{ {H=20)
wpm i | g | wwpmn

veni avents] events] events]
vents at 12-Manths

ajor Adverse Events [ 7.5 (10/134) [12]] 6.0 (/72 (8] | 5.0 (17200 1)
Doatn 37 (¥134)J5] | 2627z (7] | ooy

pyocardial Infarction | 3.7 (8/134) {7 | 28 {272 (2] | 5.0(1220) (1)

[rarget Limb Loss /

rgain oEasa e | 2eerae | openE
VR [i5.7 (21/134) (27)]52.3 13672) (52 10.0 2720 2
[T [ 9 B34y (18523 (3672) [e5)] 100 ey [2] |
[Fon-TLR 7E(ORSA ) | 68 5B (7] | 0000 [0
FStrokelCVA O [0 | owrz] | 0o
fiessal Aneuryar [GETTTH T 0720 0

fesse| Piaudo-
Posurpsm

ate Thrombosis (5301 o s | owram | owom
Pays 0

Roetest Bata Avallable] _ 12-monihs | 12-monihy | zé-months
alor Adverse Eventa | 75 (107134 [12] | 6. (7721 8] 150 (17201 [1] |

0 [0r134) [0 420372) [ | 80417200 1]

[Destn 37 (5/134) [5) | 28027302 | 0wz
fvocardial Infarction | 3.7 (5134) (7] | 2.8 (2721 (2] | 5.0 (1720} [1]
[Target Limb Lass /

nputston oAz lo]l | zerale | ool

i 15.7 (214134) [27)152.3 (3872) [521] 10.0 {2/2(]
LR 1.9 (164134} [16]152.3 (38/72) [43]) 10.0 {220 13]

plon-TLA 7.500n39 1] 6.8 | 020, [0
[Strake/C¥A 0340 | cwrntor | oo
[Messe| Aneurysm 0{0134) 1 0{072) [0] 00020 [0} |
[Vesse! Psaud-

faneurysm 0013y [0r | 4237203 | 5007200}
Lale Thrambosls (>30

ays Oniy s | owsap | oo

The following adverse events were documented
during the course of the E-TAGIUSS trial (N=37).

1 E-YAGIUSS Trial Adverse Event Summar|
k Evenl In-Hospital 30 Day
lajor Adverse Event 0% (0737) 0% (0437
Pealh 0% (0/37) 0% (0v/37)
Myccardial Infarction 0% (977} 0% (0437}
[Tarpat Limb Loss 2.7% {1/37) 27% {1437)
[Target Lesion Revascularization (TLR-ﬂ 0% (0¢37) 0% (0437
[Slent Thrambosis 0% (0i37} 0% (0737
[Distal Embailzation 2.7% i1/37) 2.7% {1437
picess Site Bleeding 2.7% (1437} 2.7% {1430
[ion-Access Site Blzeding 0% {0/37) 0% (04/37)
IVessel Perforation % (0/37) B% (0437}
vessel Aneurysm 0% (0/37) 0% (27}
[essel Pseudo-Aneurysm 0% (0/37) 0% (0437}
essel Dissection 0% {0437} % (0437}

b. Potential Adverse Events

Potential adverse events that may occur include, but
are not limited to, the following:

»

-

Allergic/anaphylactoid reaction

Amputation

Aneurysm

Angina‘coronary ischemia

Arterial occlusion/thrombus, near the puncture site
Arterial eeclusion/thrombus, remote from puncture
site

Arterial occlusion/restenosis of the treated vessel
Arteriovenous fistuia

Arrhythmia

By-pass Surgery

Death related to procedure

Death unrelated to progedure

Emboiization, arterial

Embolization, stent

Fever

Hemorrhage/bleeding requiring a blecd transfusion
Hematoma bleed, remote site

Hematoma bleed at needle, device path: non-
vascular procedure

Hematoma bieed, puncture site: vascular procedure
Hypatension/hypertension

Ingarrect positioning of the stent requiring further
stenting or surgery

Intimal injury/dissection

Ischemiafinfarction of tissue/organ

Liver failure

Local infection

Malposition {failure to deliver the stent to the
intended site)

Open surgical repair

Pain

Pancreatitis

Pulmonary embolism/edema

Pneumothorax

Pseudoaneurysm

Renal failure

Respiratory arrest

Restenosis

Septicemia/bacteremia

Stent Fracture

Stent Migration

P
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+ Stroke

* \asospasm

+ \enous occlusion/thrombosis, remate from puncture
site

+ Yenous occlusion/thrombesis, near the puncture site

I. Clinical Studies
a. RESILIENT FEASIBILITY STUDY

The RESILIENT study included a feasibility study to
assess the safety of the LifeStent Vascular Stent
System. This feasibility study enrolled 20 subjects at
six US investigative sites. Results from this study
provided justification for initiation of a pivotal study
to assess the safely and effectiveness LifeStent
Vascular Stent System

0.  RESILIENT RANDOMIZED STUDY

Design

The RESILIENT triat was a prospective, mutti-center,
randomized clinical investigation to evaluate the
superiority of the LifeStent Vascular Stent System
compared 1o PTA in the treatment of symptomatic
vascular disease of the SFA and/or proximal popliteal
artery. A total of 226 subjects were treated at 23 US
and 2 European investigative sites. Each site not
participating in the feasibility study was required to
perform ane rell-in case. A tofal of 20 roll-in cases
were performed and 206 randomized cases were
performed, Seventy-twa (72} subjects were randomized
to the PTA arm and 134 subjects were randomized to
treatment with the LifeStent Vascular Stent System.

Subjects eligible to be enrolled in this study had
stenotic or occluded Jesions of the SFA and/or proximat
popliteal artery and suffered from lifestyle #miting
claudication {Rutherford Category 1 — 3). Lesions
could be either de novo or restenotic. Subjects with
previously stented lesions or target limb vascuiar by-
pass were excluded. Reference vessel diameter
(RVD) of the treated subjects was to be 4.0 - 6.5 mm

in diameter and the collective length of the treated
segment was t0 be less than 150 mm. Subjects
urderwent angiographic analysis of the lesien prior
to and immediately following treatment. Subjects
were followed at 30 days, 6 months and annually
thereafter with follow-up planned out to 36 months.
Office visils were coupled with duplex ultrasound
assessments of the treated segments. X-ray evaluation
of the stented lesions was also performed.

The RESILIENT frial utilized a Frequentist approach
with its statistical plan. The primary objectives were
1o show the following:

that the probability of the eccurrence of Target
Lesion Revascularization (TLR} or Target Vessel
Revascularization (TVR) at 6-months post-procedure
for the subjects treated with LifeStent NT (test
arm) was significantly lower than (and therefore
superior to) that for the subjects treated with PTA-
alone (centrol arm); and,

that the death rates at 30-days post-procedure
were not significantly different between the test
arm and the control arm.

Continuous variables were compared using an inde-
pendent sampies t-test. Dichotomous variables ware
compared using Fisher's exact test. Ordinal variables
were compared using a Chi-sguare test. Time 1o
event was compared using a log-rank test. Interval
censored data were analyzed using the Kaplan-Meier
methed as the primary analysis. A sensitivity analysis
for interval censored data was performed using the
Weibull distribution. Effectiveness endpoints were
analyzed as one-sided tests. Safety endpoints were
analyzed as two-sided lests.

The results were evaluated using an Iatent-to-Treat
{ITT) analysis. [n particular, control subjects requiring
stent placement to salvage a failed angioplasty
remained in the cohart to which they were randomized.

4
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Demographics
Characteristics of the subjects enrolled in the study
incduding age, gender, medical history as wel! as lesion
characteristics are provided in the tables below.
RESILIENT 3l Subject Demagraphlcs

Variabhe Calsgory Test Caatrol

Age at Procedure (Yrs | N, Mean + S0 134 684 = ©9| 72,661 » 82
Femalke 20.1 (39/134) 33.3 (2477)

Gender, % v} Male 70.9 95134 | 6.7 (48/72)

Alrican
American | 9.0 (121134) 9.7 (172
Cavcasian | 896 (1201134} | B4.7 (61/72)
Race, % (N} Other 1.5 (2/134) 5.8 (4/72)
% [N} 336 (112134) | 1.7 (86/72)
Hypercholestsrolemia,

% (Vh) 784 (105/134) | 736 (53/72)
Diabeles, % /N 381 517134) | 8.9 26/77)
Smaking, % {n/N) 7161967134 | 83.3(60/72)
Coronary Artery
Disease, % (IVH) 380 7sn3d) | 542 387z

Myocasdiat Infarction,
% {1/} 201 (277134} | 264 (1972}

Clags 1 3.0 (45134 6.9 [572)

Clags 2 358 (48/134] 41.7 {30172)
Target Limt Autherford] _ Class 3 51.2 (82/134) 50.0 {36/72)

Caleqgory, % (n/N) Class § 14 {17

Target Limb 28I {(mm
)] N. Mean + SD 124 071+ 019466, 072+ 0.15)
Contralaterzl Limb ABI

min_ H N, Mean = 50120, 088 + 0.21]64, 084 = 0.21

RESILIENT Trial Legion

Variabe Categery Test Lontrol
Humber of Lesions, 1 Leslonis! 854 (115/134) | 875 ﬁ:]f?g

% (N 2 Leslani) 142 194134 125 (872
Target Side, % {4 Left 47.7 (73/153) | 54.3 (44781

Right 52.3 {a0N53) | 45.7 (w8l

Proximal 173 of SEAl 50.3 774153 | 45.7 (3wen)
Lesion Location, % | muidle 143 of SFA } 32.0 ppentam | 383 yjan

(nidl} Distal 143 of SF& | 13 (20153} | 14.8 n28Y)
Proximal Popliteai | 4.5 {7/153) 1.2 {181}
Lesion De Novo/Stenosed | 20.4 (123/153) | 70.0 (Fasst) |
Classitication, % Qeelusion 17.0 {26153} 1 18.5 (15/61
/Ny 2.5 {4/153) 2.5 (2181
Targst vessel RVD
tmmy M Mean+ S0 |153 52+08) 81, 5.2+ 08
Lesion % Dlameter
Stenosis H, Mean = S0 |153, 86.3 + 12,5080, 87.8 + 11.5

Lesion Length (mm)| M. Mean = 50 ]153,61.8 + 42.5) 81, 57.2 + 36.8

Methods
Subjects underwent either PTA or PTA plus LiteStent

Vascular Stent System placement in the target lesion(s).
In cases where the PTA only resuit was sub-optimal,
stent placement was performed. This occurred in 40%
{29/72) of the subjects that were randomized to the
PTA-only treatment arm. Post procedure madication

was suggested as aspirin for 6 months and clopidogrel
for 12 weeks.

Al data were collected on case report forms at
investigative sites. Adverse events were adjudicated
by the clinical events committee and the data safety
monitoring board routinely reviewed the study outcomes
to ensure that the benefits of continuing the study
outweighed any potential risks. Independent core
lahoratories were utilized to analyze angiograghic, x-ray
and duplex imaging.

Results

As shown in the principal Safety and Effectiveness
table {Section J) the LifeStent Vascular Stent System
demonstrated a significantly lower re-intervention
rate at both & (94.6% (LifeStent) vs. 54.1% (control),
9 < 0.0001) and 12-months (83.2% (LifeStent) vs.
46.2% {contral), p < 0.0001). Additionally, as expected,
there was no difference in the 30-day mortality rate
between the two study arms.

¢, E-TAGIUSS CONFIRMATORY STUDY

Design

The E-TAGIUSS trial was a prospective, multiicenter,
confirmatory clinical investigation 1o evaluate the
LiteStent FlexStar™ and FlexStar™ XL Vascular Stent
Systems in the treatment of symptomatic vascular
disease of the SFA and proximal pepliteal artery. A
total of 37 subjects were treated at 7 European
investigative sites.

Subjects eligible to be enrolled in this study had to
demonstrate Trans-Atlantic Inter-Society Consensus
(TASC) A, B or C lesions. Reference vessel diameter
(RVD) cf the treated subjects was to be 4.0 - 6.5 mm
in diameter and the collective length of the treated
segment was to be less than 200 mm. Subjects
underwent angiographic analysis of the lasion prior
to and immediately following treatment. Subjects
were followed at 30 days with an office visit.

-
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Camoagraphics
Characteristics of the subjects enrolled in the study
Including age, gender, medical histary as wel! as lesion
characteristics are provided in the tables below.
E-TAGIUSS Tris) Subject Damographics

Independent core laboratories were utilized to analyze
angiographic data.

Resulis
As shown in the principal Safety and Effectiveness

Variabi Catagory Total table (Section Jj the LifeStent FlexStar™ and FlexStar™
I P d) M 0 (N 7, 71127,
2on ol Poceiuts () e XL Vascular Stent Systems were zble to accurately
ender % (0K Mala 7.3 e deploy the stent and demonstrated minimal length
Race, % k) == 9;3:3?;:)” change (deployment success 100.0%). Additionally,
Hyperiension, % {n/h) 3.6 (31/37) the acute safety and effectiveness measures demon-
I ia, % (VN] 56,8 (21737) .
Tmaking, % (V] e 187 strated positive results.
Coronary Artary Diasase, % (V) 32.4 12/37)
Tiabetes, % (Y] 243 973) . .
ntarction, % (W} 195 (597 J. Principal Safely and Effectiveness
Class 1 5.4 (2737} Tables
Ciass 2 35.1 (197}
Target Limb mmnm category, R T
Class 4 5.4 (2137}
TS PRI a. RESILIENT RANDOMIZED STUDY
Target Limb AB( (mm Hg} Mezn + 50 (N} 35,06 0.2 RESILIENT Princlpal Safaly and EHaclivensss Table
Contralateral Limb ABI (mrs Hg) |~ Mean £ ST (%) 3,08 =02 Yarjably Yast Control_{ p-valua
MACE @ 30 Days, % it 472 [o0(ens) | o5
E-TAGIUSS Tria) Lesion Characieristics Freedom from MAGE @ & ain s "
Yarlahle Category Tatal Months % . i
1 B6.5 {32/37) Fraedam from MACE @ 12 .
Number of Lesions, % (N} 7 G Monts, % 55 8.9 s
R HLaI: ;7,5 (20:421 Lesn Success, % (W | 958 (1147119) | 835 sweny | 0.0088
ight 24 Z2A7) Success, % () | 73.0 (81111 | 5.0 28500 F 0.045
Popliteal 2.4 (1743
Lesion Location, % (i) =y YT Procadure Success, % (b} | 95.8 (1147119 | 8.6 51/61) | 0.0088
SFA & Popliteal 2.4 (1142 Clinical Success at 6 Months, % 703 83118 | 26.5 (18768) | <0.000
Ceclusian 129 (16142 N
Leskan C P Reoccluded 7.1 [3/42) Primary Patency al 6 Manths, % | 94.2 990 | <0000t
2.4 (1/42)
Slenosed 47.6 201%) Secondary Patency at 6 Months, 1000 qd s
TASC A 5.8 (17737) — %mnm -
Lesion Severty/TASC Grade, % v | TASG | 8.3 (837) ’"‘”“”M:}ﬂ'ﬁm X # 5 569 ] <onom
ML 297 (13187} Chinical & | 12Months, %.
Targe! Vessel AV mmy) W, Mean < S0 | 42,537 06 2 ”mm’ SR 705179m12) | 33.8 22es) | <0000
Lesian % Diameter Stenosls N, Mean « SO | 42,893 = 3151
Leslon Length (mm) N.Mean » 50 | 42,802 = 9.8 Frimary Patency at 12 Monihg, %] 745 74 <0.0001
[5econdary Faler;qv at 12 Months| 1000 984 nst
hy
Methods Freedon From TYRITLR a1 12 s PP
Months, %

Subjects underwent PTA plus LifeStent FlexStar™ andfor
FlexStar™ XL Vascular Stent placement in the target
lesion(s). Post procedure medication was suggested
as aspirin and clopidogrel for a minimum of 30 days.

All data were coilected on case report forms at
investigative sites. Adverse evenis were agjudicated
by the clinical events committee and the data safety
monitosing board reviewed the study outcomes.

ns* - nor significant

Definitions (secondary endpoints denoted with an
asterisk (*)):

Maijor adverse clinical events* (MACE): Any event of
death (through 30-days), stroke, myocardial infarctian,
significant distal embalization, emergent surgical
revascularization of target limb, thrombosis, and/or

o



bawb05680:BAWBO5680 29.01.2009 14:249 ?ite 8

worsening Rutherford categary post procedure at the
indicated time point.

Lesion Success*: Attainment of = 30% resicual
stenosis of the target lesion using any percutanecus
method and/or non-investigational device.

Hemodynamic Success*; Angiographic evidence of
Improved flow across the treated area immediately
post-procedure. ABl improved from baseline by 2 0.10
and not deteriorated by > 0.15.

Procedure Success*: Attainment of s 30% residual
stenosis of the target lesion and no in-hospital serigus
adverse events defined as: death, stroke, myccardial
infarction, emergent surgical revascularization, sigrificant
distal embalization in the target limb, and thrombasis
of the target vessel.

Clinical Success™. Relief or improvement of baseline
symptoms by Rutherford categeries/grades for acute
or chronic limb ischemia and the *definition of
improvement”. Improverment must be sustained by one
clinical category above the pre-treatment clinical value.

Primary Patency”: The continued flew through the
target lesion as evidenced by DUS or angiogram
without further/repeat intervention over time.

Secondary Patency™: The patency histary for the target
lesion that is sustained or restored (wilh repeated
intervention) over time.

Target Vessel Revascularization (TVR) / Target Lesion
Bevascularization (TLRY; Any “clinically-driven” repeat
percutaneous intervention of the target lesion or
bypass surgesy of the target vessel. If a control subject
requires a stent peri-procedurally due to a bailout
precedure, it will be considered a TLR/TVR for the
controf group.

Survival Analysis -
Freedom from MAGE (at 12-months)

Time Until MACE

w
L1 —Ll_

MAGE | Event Free | Event Rate | P-Vaiue*
Test {LiteStent]  85.6% 14.4%

Control ballocn u.ngloplaxlvl 95.9% 14.1%

“p-valug 13 from Log-rank test on all available data.

0.62

Survival Analysis — Freedom from Loss of
Primary Patency (at 12-months)

Time Until Loss of Primary Patency

Loss of Primary Palency | Eveni Frea | Event Rabe P-Value*
Test (LifeStent] 795% 20.5%

Control (balloon angioplasty) N4% §2.6%
*p-value is from Log-rank test on all avalable dala,

<0.0001

Stent Fracture Analysis

X-Ray evaluation of the implanted stent was scheduled
at 6-months, 12-months and 18-menths post implant
procedure, Of 287 implanted stents for which radiographic
data were available, 11 stents in 10 patients demonstrated
some form of stent fracture; five {5) stents in 5 subjects,

o

N
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demonstrated single-strut (Type 1) fractures and 5 stents
in 4 subjects, demonstrated multipie strut fractures with
displacement (Type 4). A single stent was characterized
with both a Type 1 and Type 4 fracture. 40% of the frac-
tures occurved in patients where muttiple (= 2) stents
were deployed in an overlapping fashion. 73% (8/11) of
the fractures were identified within 7 months of implan-
taticn. All of the Type 4 fractures (pccurring in 5 patients)
were associated with stent elongation during implantation;
thus 38% of patients with >10% elongation went on ‘o
develop Type 4 fractures in less than 1 year. The following
table summarizes the fractures according to Allie, Hebert,
and Walker (Endovascular Today. 2004; 7:22-34).

RESILIENT Fracturs Analysls
Typa Cownit (stonis/sublacis)
Typs 1 55
Type 4 EL)
Type 144 1/
Total 1110

Patency vs. Lesion Length

In order to assess the impact cf lesion length an
patency outcomes, a Cox regression analysis, with
the total lesion length as a risk factor was performed
which demonstrated that for the LifeStent group,
lesion length is not a significant predictor of primary
patency outcomes (p-value = 0.46), Additionally, the
calculated hazard ratio of 1.003 indicates that there
is only a remote relationship between lesion length
and patency cutcomes in the LifeStent group. It should
be noted that based on the analysis, the lesion length
is a significant predicter of patency cutcomes for the
control group (p-value = 0.0025).

b. E-TAGIUSS CONFIRMATORY STUDY

E-TAGIUSS Principal Safety and Effectivencss Table
Variable Test % {(n/H}
Death at 30 Days % (0F37)
MACE at 30 Days 2.7% (1137
Deployment Success 0.0 {46/46)
Laslon Success 0.9 {30433)
Procedure Success 90.9 {30f33)

Detinitions {secondary endpoints denoted with an
asterisk (*)):

Majer acverse clinical events* (MACE): Any event of
death, stroke, myocardial infarction, emergent surgical
revascularization, significant distal embolization in
the target limb, amputation of the target limb and
thrombaosis of the target vessel at the indicated time
peint.

Deployment Succass: Ability to defiver the stent 1o

the intended site with the post deployment stent
length being within 10% of the pre-deployment
length.

Lesion_Success™: Attainment ¢f = 30% residual
stenosis of the target lesion using any percutaneous
method and/or non-investigational device.

Procedure Success*: Attainment of < 30% residual

stenosis of the target lesion and no in-hospital serious
adverse events defined as: death, stroke, myocardial
infarction, emergent surgical revascularization, signi-
ficant distal embolizaticn in the target limb, and
thrombosis of the target vessel.

K. Patient Selection and Treatment

Patient selections should be based on the populations
treated in the RESILIENT and E-TAGIISS investigations.
Demegraphics for the two investigations are provided
in Section | - Clinical Invastigations of this “Instructions
for Use document. Additionally, treatment of the
patients should follow the treatment practices used
by the RESILIENY and E-TAGIUSS investigators.
These methods have been reiterated below in
Section L - Patient Counseling Information and
Section N - Instructions for Use.

L. Patient Counseling Information

Physicians should consider the following in counseling

the patient ahout this product:

» Discuss the risks associated with stent placement.

o Discuss the risks associated with a LifeStent
implant.

e
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+ Discuss the risks/henefits issuas for this particular
patient.

» Discuss allerations to current lifestyle immediately
following the procedure and over the long term.

« Discuss the risks of early discontinuation antipiatelet
therapy.

The following information is provided in the packaging

for the physician to provide their patients:

« A Patient Guide which includes information on the
LifeStent FlexStar™ Vascular Stent System, peripheral
artery occlusive disease, the imptantation procedure
ang patient care following the implant.

« A Patient Implant Card that is used to record and
disseminate information about the patient and the
stent.

M. How Supplied

STERILE: FOR SINGLE USE ONLY. The LifeStent
FlexStar™ Vascular Stent System is supglied sterile
(by ethylene oxide gas) and is nonpyrogenic. Do not
resterilize and/or reuse the device. Do not use if the
femperature exposure indicator (i.e., square label
foung on the pouch) is black as the unconstrained
stent diameter may have been compromised. The
temperature exposure indicatar label should be grey
and must be clearly visible on the pouch. Do not use
if pouch is epened or damaged. Do not use the stent
after the end cf the month indicated by the “Use By”
date specified on the package. For returned product
or product issues, piease confact Bard Peripheral
Vascular at the address below:

Bard Peripheral Vascular, lnc.
Subsidiary of C. R. Bard, Inc.
1625 West 3" Street
Tempe, AZ 85281 USA

CONTENTS for one (1) LifeStent FlexStar™ Vascular
Stent System:

« One (1) LifeStent FlexStar™ Vascular Stent System
* One (1) Patient Implant Card

1

o (ne (1) Instructions for Use
« (One (1) Patient Guide

STORAGE; Store in a cool, dark, dry place. Storage
temperature should not exceed 60°C. Use by the end
of the month indicated by the "Use By" date specified
on the package.

DISPOSAL INSTRUGTIONS: After use, dispose of
product and packaging in accerdance with haspital,
administrative and/or local governiment policy.

N. Instructions for Use

Pre-Deployment Procedure

1. Inject Contrast Media
Perfarm an angicgram using standard technique.

2, Evaluate and Mark Target Site
Flucroscopically evaluate and mark the target site,
observing the most distal diseased or obstructed
segment.

3. Select Stent Size
Measure the length of the target lesion to identify
the appropriate length of stent(s) required. Ensure
that the stent is long enough to permit the area
proximal and distal of the lesion to be covered by
the stent.

Identify the diameter of the reference vessel
{proximal and distal to the lesion). To ensure secure
placement, refer to the stent size selection table
for proper sizing scheme.

Stent Size Selection Table:
LifeSieni RaxStar"Vascular Stent System
Raterance Vessel Unconslrained Stent
Diameter Inver Diameler

4.0 - 5.5 inm 6.0 mm
5.5 - 6.5 mm 2.0 mm

Refer to produst tabeling for stent length

4. Materials Required
In addition to the LifeStent FlexStar™ Vascular
Stent System, the following standard materials

6

7
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may also be required to facilitate delivery and
depioyment of the LifeStent FlexStar™ Vascular Stent
System: heparinized normal saline, 6F (2.0 mm}
(or larger} introducer sheath, 0.035" diameter guide-
wire, standard balloon angioplasty (PTA) catheter,
contrast medium diluted 1:1 with heparinized
normal saline, inflatien device and appropriate
anticoagulation and antiplatelet drugs.

5. Prepare Stent System
a) Cpen the box and remove the pouch containing

the stent system.

b) Check the temperature exposure indicator label

on the pouch to confirm that the grey background
is clearly visible. See “Waraings” section.

6) Carefully inspect the pouch for damage %o the sterile

barrier. Do not use after the expiration date. Peel

open the pouch and remaove the tray containing

the stent system. Exiract the stent system from
the fray and check the following:

i) Verify that the shipping lock is still secure in the
stent system handle.

ii) Examine the stent system for any damage. If it
is suspacied that the sterility or performance of
the stent system has Heen compromisad, the
device should not be used.

d) Visually inspect the distal end of the stent system

to ensure that the stent is contained within the
sheath, Do not use if the stent is partially deployed,

e) Visually inspect the distal end of the delivery system

=

catheter to ensure there is ne gap between the
delivery system catheter tip (grey cclored) and the
primary sheath (braided catheter with light blue
colored end) such that the guidewire lumen {crange
colored) is visible. Do not use the device if the
orange colored guidewire lumen is visihle.

Flush the inner lumen of the stent system with
heparinized normat saline prior to use.

12

) Wipe the usable length portion of the stent systemn

with gauze soaked with heparinized normal saline.

Stent Deployment Procedure

1.

Insert Introducer Sheath and Guidewire

a) Gain access at the appropriate site utilizing a 6F

{2.0 mm) (or larger) intreducer sheath.

b) Insert a guidewire of appropriate length (see table)

and diameter across the fesion to be stented via
iha infroducer sheath,

Catheter Worklng Length Recommended Guidewira Length

Recommended Guidewire Length Table

130 cm 300 om

80cm 260 cm

[

3.

Dilate Lesion

Predilation of the lesion shouid be perfermed

using standard techniques. While maintaining site

access with a guidewire, remave the balloon

catheter from the patient.

Caution: During dilation, do not expand the balloon
such that dissection complication or
perforation could occur.

Introduce stent system

a) Advance the stent system over the guidewire

through the sheath introducer.

Note: If resistance is met during stent system
introduction, the stent system should
e withdrawn and anather stent system
should be vsed.

Caution: Always use an introducer sheath for the
implant procedure to protect the
vasculature and the punciure site. A 6F
(2.0 mmj (or larger) introducer sheath
is recommended.

b} Position the tip of the stent system past the target

site,

¢) Pull back the stent system until the distal and

proximal stent radiopacue markers arg in position
sathat they are distal and proximal to the taroet site.

—b—

4
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dj Remove slack from the stent system held outside
the patient

% o

Cautign: Any slack in the stemt system {outside
the patient) could result in deploying
the stent beyond the target site.

4. Deploy stent
a} Verify that the distal and proximal stent radiopaque
markers are distal and proximat to the target lesion.

k) Confirm that the intraducer sheath is secure and
will nat move during deployment.

¢) Remove the shipping lock,

dj Initiate  stent deployment by rotating the
thumbwheel in the direction of the arrows while
holding the hardle in a fixed pesiion.

Note: If second hand is used 1o hald the stent
system, gently support the catheter at
the stability sheath. DO NOT consirict
the stent delivery sheath during stent
deployment. If excessive force is felt
during stent deployment, do not force the
stent system. Remove the stant system
as possible, and replace with a new unit.

g) While using fluoroscopy, maintain position of the
distal and proximal stent radiopague markers
rejative to the targeted site. Waich for the distal
stent radiopague markers to begin separating;
separation of the distal stent radiopaque markers
signals that the stent is deploying. Continue turning
the thurmbwheel until the distal end of the stent
obtains completa wall apposition.

13

f} With distal end of the stent apposing the vessel

wall, final deployment can be continued with the
following metheds (Fig. 3, 4, 5).

Continue to rotate the
thumbwheel to achiave
complete stent
deployment.

. B

Figure 3. Thumbwheel

While maintaining 2 fixed handle position skide fast
track deployment lever towards the
praximal end cf the handle to
achieve cemplete stent

deployment. y
aployment /

Figure 4. Fast Track Deployment Lever

While maintaining a fixed handle pgsition, peel the

towards the proximal end of the. >
handle to achieve complete <
stent deployment. ;

Figure 5. Rapid Deployment Ring

o) Deployment cf the stent is complete when the

proximal stent radiopaque markers appose the
vessel wall and the sheath radiopaque zone is
proxirnal to the proximal stent radiopaque markers.

h} DO NOT attempt to re-sheath stent system prior to

removal.

5. Post stent placement
a) Remove the stent system from the body.

Note:  If resistance is met while retracting the
delivery system over a guidewire,
remove the delivery system and guide-
wire together.

h) Post stent expansion with a PTA catheter is

recommended. If performed, select a balloon
catheter that matches the size of the reference

—p—
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vessel, but that is not (arger than the stent diameter
itself.

¢ Remave the guidewire and introducer sheath from
the body.

d) Close entry wound as appropriate.

&) Discard the stent system, guidewire, and introduger
sheath.
Note: Physician experience and discretion
will determine the appropriate drug
regimen for each patient.
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S

Symbols used on labeling

Keep away from sunlight
Keep dry
The Green Dot

Recyclable

M)
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LifeStent® Vascular Stent Systems

Bard and LifeStent are trademarks and/or registered frademarks of C. R. Bard, Inc. or an affiliate.

All other trademarks are the propery of their respective owners.

This product is manufactured and seld under one or more of the following patents: U.S, Patert No. 6,878,162, Other
international and t.5. patents pending.

Caution: Federal (USA) law restricts this device to sale by or on the order of 4 physician.

Copyright © 2008 C. R. Bard, Inc.
All Rights Reserved

Distributed in the USA by:

Bard Peripheral Vascular, Inc.

Subsidiary of C. R. Bard, inc.

1625 West 3° Street

Tempe, AZ 86281

USA

TEL: 1-480-894-9515
1-800-321-4254

FAX: 1-480-966-7062
1-800-440-5376

wwww.bardpv.com
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