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Barp® LiIFeSTenT® Stent and Delivery System
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Figure 1. LeeSTent® Vascular Stent System

CAUTION: U.S. federal law restricts this davice to sale by or on the order of a physician {or properly licansed
practitioner),

This device is supplied in sterile condition. All materials inside the sterils barrier pouch fthe dalfvery system
and gtgnt, as shown in Figure 1, as well as the iray and pouch liner) are sterlle. The axismal sutface of the
storlle harrier pouch, as weil as the product carton, should not be considersd sterils,

A Davice Description

The LreStent® Vascular Stent System is designed to deliver a seff-expanding stent 1o the peripheral vascutature via a sheathed delivery
system. The LireSTENT® Vascular Stent Syster is comprised of the following:

An implantable setf-expanding nickel-titanium aligy (nitinol) stent (1), as shown in Figure 1 and Figure 2, The stent is a flexible, fine tubular
mesh prosthesis, with a helical design, which achieves its unconstrained diameter upon deployment into the target vessel. Upon deployment,
the stent imparts an outward ragial force on the fuminal sueface of the vessel to establish patency, The stent has a total of 12 tartalum
radiopaque markers (Figure 2, items 1A & 18) bocated on the ends of the stent {i.e., 6 at each end).

A defivery system, as shown in Figure 1, Is comprised of an Inner tubing assembly that contains the guidewire lumen, a stent delivery sheath
{2) and a system stability sheath (3), which are linked together by means of 2 handle (4}, The guidewire lumen terminates distally in an
atraumatic catheter tip (5) and originates proximally in a luer hub (6} designed to accept a compatitle guidewire, The self-expanding stent
{1) is constrained in the space between the guidewire lumen and stent delivery sheath. Unintended stent movement during sheath retraction
is restricted by the delivery system. The stent delivery sheath hag a radiopaque zone {7) at its distal end. Prior 10 deployment, the shipping
lock (8} must be removed and discarded.

Refer to “Stent Deployment Procedure, Section 4. Deploy Stent” for directions on deploying the stent with the:

s Thumbwhesl (3)
= Fast Track Deployment Lever (10}
= Rapid Deployment Ring (11)

Figure 2. L¥eSTENT® Vascular Stent
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B. Indlcation for Use

The LeeStenT® Vascular Stent System is intended to improve luminal diameter in the treatment of symptomatic de-novo or restenctic lesions
up to 240 mm in length in the native superficial femoral artary (SFA) and proximal popliteal artery with reference vessel diameters ranging
from 4.0-5.5 mm.

C. Contraindications

The LreStent* Vascular Stent System is contraindicated for use in;

* Patients with a known hypersensitivity 1o nitinol {nickel, titaniumy, and tantalum.

» Patients who cannot receive recommenced anti-platelet and/or anti-coagulation therapy.

+ Patients who are judged to have a lesion that prevents complete inflation of an angioplasty balloon or proper placement of the stent o
stent delivery system.

D. Wamings

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

The LIFESTENT® Vascular Stent System is supplied stenle and is intended for singe use only. DO NOT resterilize and/or reuse the devics.
DO NOT use it pouch is opened or damaged.

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

Persons with allergic reactions te nickel titanium (nitinely alloy may suffer an allergic response to this implant.

D0 NOT use with Eiicoou™ or Lipiodol contrast media,

DO NOT expose the delivery system o arganic sotvents {e.g., alcohol),

The stent is not designed for repositioning of recapturing.

Stenting acress a major branch could cause difficulties during future diagnostic or therapeutic procedures.

¥ multiple stents are placed in an everiapping fashion, they should be of similar composition {l.e., nitingl).

The long-term outcomes following repeat dilatation of endothelialized stents are unknowr.

E. Pracautions

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 to stent deployment, remeve slack from the delivery system catheter outside the patient.

1 excessive force is telt during stent deployment, do not force the delivery system. Remove the delivery system and replace with a new
it

Store in & cool, dark, dry place.

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

= [Cases of fracture have been reported in dinical use of the LreStent® Vascular Stent. Cases of stent fracture pccurmed in lesions that were
moderate to severely calcified, proximal or distal to an area of stet overtap and in cases where stents experienced >10% elongation at
deployment. Therefore, care should be taken when deploying the stent as manipulation of the delivery system may, ir rare instances, lead
1o stent elongation and subsequent stent fracture, The long-term clinical implications of these stent fractures have not et been
established (see section J).

F. MR Condftions

.

Gonditiona for All Stents

Nen-clinical testing has demonstrated that the LFESTENT® Vascular Stent is MR Conditional. it ¢an 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 absorption rate (SAR) of 1 W/kg for 15 minutes of scanning. Fer landmarks superior of the
umbilicus, a whole body SAR up to 2 Wkg may be applied.

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

—o—
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3.0 Tesha Tamperature Rize

in an analysis based on ron-clinical testing and computer modeling of a patient, the 80 mm length LIFESTENT® Stent was determined to
produce a patential worst-case temperature rise of 3.2°C fer a whele 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 landmark in the legs. Temperature rises can be twice s high al a whole body
averaged SAR of 2 W/kg for landmarks below the umbilicus. Temperature rises were reduced for tandmarics above the umbilicus. Temperature
rises of stents were measured in a non-clinical configuration using a GE Signa HDX Whele Body active shield MR scanner using software
version 14/LXMR and a phantom designed to simulate human tissue. The phantorn average SAR calculated using calorimetry was 2.8 Wikg.
When tha stent was placed in a worst-case location within the phantom, the maximal temperature rise was 1.9°C when the locak SAR was
scaled to 2 Whkg.

1.5 Togla Tempearahire Rise

In an analysis based on non-clinical testing and comparter madeling of a patient, the 170 mm length LikeSTENT™ XL Stent was determined to
produce a potential warst-case temperature rise of 3.9°C for a whole body averaged specific absorption rate (SAR) of 1 W/kg for 15 minutes
of MA scanning in a 1.5 Tesla, whole body MR system for a langmark in the legs. Temperature rises can be twice as high at a whole body
averaged SAR of 2W/kg for landmarks below the umbilicus. Temperature rises were reduced for landmarks above the umbilicus. Temperature
rises of stents were measured In a non-clinical configuration using a GE Signa whale body coil and a phantom designed to 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
phaniom, the maximal temperature sise was 3.5°C when the local SAR was scaled to 2 W/kg.

Additionz] 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
LreSTenT* Vascular stent has not been evaluated in MRI systems other than 1.5 or 3.0 Tesla, The heating effect in the MRI envirpnment for
overlapped or fragtured stents is not known,

G. Overview of Clinical Studies

Two independent clinical studies and a retraspective analysis support the safety and effestiveness of the LreSteaT® Vascular Stent Systems.

The RESILENT pivotal trial was a prospective, randomized, multi-center study designed to compare the safety and effectiveness of the
LireSrewt® Vascular Stent System to PTA in the treatment of symptomnatic vascutar disease of the superficial femoral artery (SFA) and proximal
popliteaf artery, 206 subjects were randomized in a 2:1 fashion hetween the test and control arm at 22 U.S. and 2 European centers. In total,
134 subjects were randemized to the test arm (treatment with the LreStenr® Vascular Stent System) and 72 subjects were randomized to the
control arm-{treatment with stand alone balloon angioptasty). The primary safety endpoint was 30-day mortality and the primary efectiveness
endpoint was the G-month re-intervention rate. 30-day data is available for 96.1% (138/206) of the randomized subjects and 6-month
effectiveness data is available for 89.8% (184/205) of the randomized subjects. All subjects were followed for a total of three years following
the index procedure.

The E-TAGIUSS supporting trial was a prospective, non-randomized, multi-center study designed to assess the acute defiverability of the
LIFESTENT® and LIFESTENT® YL Vascular Stent Systems. 37 subjects were treated in 7 European centars. The primary safety endpoint was 30~
day mortality and the primary effectiveness endpoint was the assessment of stent length following deployment. 30-day mortality data is
avaitable for 91.9% (34/37) of the treated subjects and deployed stent length data is available for 46 deployed stents. All subjecls were
followed for 30 days following the index proceditre.

Furthermore, a retrospective analysis of the performance of the LIFESTENT® Vascular Stent Systems for long segment lesions was alsa
undertaken, 285 subjects were included in the analysls in which 46 lesions had lengths = 160 mm. The primary endpoints of this analysis
were agute safety ffreedom from death, amputation or TVR) at 30-days, long-term safety {freedom from death or amputation) at 12 months
in patients with totat lesion lengths &= 160 mm and effectiveness (freedom from TVR) at 12 months in lesions of length 50 mm, 100 mm, 166 mm,
200 mrm and 240 mm..

H. Adverse Events
2 Observed Adverse Events

The foflowing adverse events wese documented during the course of the RESILIENT trial {N=226),

—o—
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RESILIENT Trial Adverse Event Summary
RESRIENT Randomized RESWLIENT Feagiblity
LreSTENT® (N=134) PTA N=72) LeeSTEN® (H=20)
Event % (N ptj [N evertt] % (N pis) N ovents] % (N ptz) [N events]
In-Hospital Events
Major Adversa Events 0 [0/134) [0) 0 (0772) [0) 0 {0/20) o]
Death 0 {0134 [0 0 {0/72) (0] 0 (0/20) [0]
Myocardial Infarction 0 (0/134) [0] 0 {0/72) [0 0 (0/20} [0]
Target Limb Loss / Amputation 0 {07134} [0] 0 (0/72) [0) 0 (0/20) [0]
TR 0 (0/134) [0] 41.7 (30/72) [31] 5.0 {1/20) [1]
TLR 0 (04134} [0) 41.7 (30/72) [30] 0 {020} [0]
Non-TLR 0 {07134} [0] 14 (1723[1] 5.0 {1/20) [1]
Siroke/CVA 0 (0/134) [0] b 072 [0] 0 (0/20) [0]
Distal Embolization 0 (0134} [0] 0 {0/72) [0] 0 (0/20) [0]
Access Site Bleeding / Hematoma 0.7 (1134 1] 0 {0/72) [0] 5.0 {1/20) 1]
Blood Loss requiring Transfusion 1.5 (2/134) [2} 1.4 (172) [1] 0 (0/20) [0}
Vessel Perforation 0 (0/134) (0] 0 (0/72) [0) 0 (0r20) [0}
Vessel Aneurysm 0 (07134} [0] 0 (0/72) [0] 0 (0/20) [0]
\iessel Pgaudc-Aneurysm 0 (0134) [0] 1.4 (1/72) [1] 5.0 (3/20) [1)
Vessel Dissection 4.5 6/134) [6] 20.8 (15/72) [16] 5,0 {1/20) {1]
Thrombasis 0 (0/134) [0] 0{0/72) [0) 0 (0/20) [0]
Everits at 30-Days
Major Adverse Events 0 (07134} [0] 0 (0/72) [0] 0 {/20) [0}
Death 0 (0/134) [0] 0072 [0] 0 (0/20) [0]
Myocardial Infarction 0 (0/134) [0] 0 (0/72)[0] 0 {0/20) [0]
Terget Limb Loas / Amputation 0 (0/134) [0] 0 {0/72) [0) 0 {0/20) [0}
TVR 0.7 {17134 [2} 41,7 (30/72) (31} 5.0 (1/20) 11)
TLR / 0.7 {1134 1} 41.7 (30/72) [30] 0 (0/20) [0}
Non-TLR 0.7 (1/134) [1] 3.4 (172 (1] 5.0 (1/20) {1]
Stroke/CVA 0 (0/134) [0] 0(0/79) [0] 0 {0/20) [0]
Distal Embolizati 0 {0/134) [0] 1.4 {1/72) 1] 0 {0/20) [0}
Access Sits Blseding / H 0.7 {1:34) [1] 1.4 (172 1] 5.0 (1,20} {1]
Blood Loss requining Transiusion 1.5 {2/134) [ 2.8{2/72)[2] O {04204 [0)
Vessel Perforation 0 {0/134) [0) 0 {072 [0] 9 (0/20) [0]
Vessel Aneurysm 0{0/134) [0] 0 {0/72) [0) 0 {0/20} [0}
Vessel Pseudo-Aneurysm 0 {0/134) {0 1.4 (172) [1] 5.0 (1/20) {1]
Vessel Dissaction 4,5 [6/134) (6] 20.8 (15/772) [16) 5.0 {1/20) [1)
Thrombosis {24 Hrs - 30 Days Only 0 (0/134) [0] 0{0/72)[0] 0 {020} {0]
[Events &t 12-Months
Major Adverse Events 8.2 {11/134) [13] 6.9 (5/72) [6] 5.0 (1/20) [1)
Death 3.7 (5/134) [5] 2.8 (2/72) (2) 0 (0/20) (0]
Myocardial Infarction 4.5 (6/134) [8] 1.4 (1712 1) 5.0 {1/20) [1]
Target Limb Loss / Amputation 0 {0/134) 0] 4.2 (372) [3] 0 (/20 [0]
TVR 16.4 {22/134) [28] 54,2 (39/77) [54] 15.0 (3720} [3]
TLR 11.6 {16/134) [16] 54.2 (39/72) [46] 10.0:(2/203 [21
Non-TLR 8.2 {11/134) [12] 8.3 (6/72) [8] 5.0 {1/20) [1)
Stroke/CVA 0 (07134} [0] 0 (0/72) [0] G (0720} [0
Vessel Aneurysm 0 {0/134) [0] 0 (0/72) [0) 0 {0/204 [0
Vessel Pseudo-Aneurysm 0{0/134) [0] 0 {0/72) [0] 0 (0720} [0§
Late Thrombosis {30 Days Onky) 0 (D/134) [0) 0 {0/72} [0] 0 {07203 [0}

P
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RESILIENT Triai Adverss Event Summary
RESKIENT Randomized RESLIENT Feasibilty
LiFESTam® (N=134) PTA (N=T2) LirsSTeNT® (R=20)
% (N pts) % (N pizs) % (N ptz)
Event [N ovants] [N events] N ovents]
Events at 24-Months
Majer Adverss Events 13.4 {18134 [23] 11,1 (&72) [11) 5.0 (17201 1]
Death 7.5 {10/134) [10] 5.6 (4/72) (4] 0 (0/20) 0]
Myocardial Infarction 6.0 (8134) [11] 56 (472) [4] 5.0 (1720} [1]
Target Limb Loss / Amputation 1.5 (2134) [7) 4.2 (3/72) [3) 0 wtﬂ
TVR 25.4 (34:'134) 4!1] 58.3 (42.'7L|EB] 15.0 (SIZDuﬂ
TLR 20.1 (27/134) [30] 56.9 (41/72) [53] 10.0 {27204 [3]
Mon-TLR 12.7 (17134) [18] - 15.3 {(11/72) [15] 5.0 {1720 [1]
Stroke/CVA 0.7 (1134) [1] 0 Uﬂm 0 (0720 [D] -
Vessel Aneurysm 0(0/134) [0 0 (0/72) [0] 0 (0/20) [0]
Vessel Pseuda-Aneurysm 0 (D/134) [0) 0(0/72) [0] 0 (0/20) [0]
L ate Thrombosis (>30 Days Onhy) 0{0/134) [0 0 {0/72) [0] [} (O_E_D} [0]
Latast Oaln Avallahle 3-Months 35-Months 38-Months
Major Adverse Events 5.7 [2U134) 127] 1.1 818 [19] 0.0 (2720 [2)
Death 5.0 (12/134 @ 6.9 {5/72) [5] 0 (07203 [0]
Myocardial Infarction 7.5 (10/134) {13] 5.6 {4/72) [4 10.0 {2/20) [2}
Targat Limb Loss / Amputation 1.5 {2134) 2-] 4.2 3712 [3) ({0720} [0)
TR 28.4 {38/134) [57] 58.3 421'72.] 1 15.0 {3/20) {4
TLR 21.6 (29/134) [35] 56.8 [41/72) [54 10.0 {27200 {3
Non-TLR 15.7 (2111347127 16.7 (12/72) [17] 5.0 {1720} (4]
Stroke/CVA 1.5 (2/134) [2) 0 072} 0] 0 {0720) (¢}
Vessel Angurysm 01349 (0] 0 {0772 [0] 0 {0/20) (0]
Vessal Pseudo-Aneurysm 0 (0/134) [0] [ 0 {0720} {03
Late Thrombasis {>30 Days Only) 0 (0/134) (0] 0 {0772 [0] 0 {07201 [0]
The following adverse events were documented during the course of the E-TAGIUSS trial (N=37).
E-TAGILISS Trial Adverte Event Summary
Evant In-Hospital 30 Day
Major Adverss Event 0% {0/37) 0% {0137}
Death 0% {430 1% {0/737)
Myocardial Infarction 0% {0/37) % (0//37}
Target Limb Loss 2.7% (1/37) 2.7% {117y
Target Lesion Revascularization (TLR) 0% (0/37) (% {07737y
Stent Thrombasis 0% (0/37) 0% (0//37
Distal Embolization 2.7% (1/37) 2.7% (1137
Access Site Bleeding 2.7% (1737) 2.7% (1737
Non-Access Site Bleeding 0% (0/37) 0% (0437
Vessel Perforation 0% (0/37) 0% (0//37)
Vesssl Aneurysm % {0137 0% (04137
Vesssl Psauda-Angurysm 0% {037} 0% (0/37)
Vesse| Dissaction % (0/37) 0% (V37

b.  Potential Adverse Events

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

Alergic/anaphylactoid reaction
Amputation

Angurysm

Angina/coronary ischemia

Arterial occlusion/thrombug, near the puncture site

R
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Arterial occlusion/thrombus, remote from puncture site
Anterial occlusion/restenasis of the treated vessel
Arteriovengus fistula

Arrhythimia

By-pass Surgery

Death related to procedure

Death unrelated to procedure

Embedization, arterial

Embelization, stent

Fever

Hemorrage/bleeding requiring a blood transfusion
Hematoma bleed, remote site

Hernatoma bleed at needle, device path: nomvascular procedure
Hematoma bleed, puncture site: vascular procedure
Hypatension/hypertension

Incerrect pasitioning of the stent requiring further stenting or surgery
Intimal injury/dissection

Ischemia/infarction of tissue/organ

Liver failura

Local infection

Malposition (faiture te deliver the stent to the intended site)
Open surgical repair

Pain

Pancreatitis

Pulmonary embolism/edema

Pneumotharax

Pseudoareurysm

Renal failure

Respiratory arrast

Restenasis

Seplicemiasbacteremia

Stent Fracture

Stent Migration

Stroke

Vasospasm

Venaus occlusion/thrombasis, remate from puncture sita
Venous occlusion/thrembasis, near the puncture site

Clinical Studies
o RESIIENT FEASIRAITY STUDY

The RESILIENT study included a feasibility study to assess the safety of the LIFESTENT® Vascular Stent Systam, This faasibility study enrolled
20 subjects at six US investigative sites. Resutts from this study provided justification for initiation of a pivotal study to assess the safety and
effectiveness of the LIFESTENT Vascular Stent System.

b.  RESILENT RANDOMIZED STUDY

Desian

The RESILIENT trial was a prospective, multi-center, randemized clinical investigation 1o evaluate the superiority of the LireSTENT® Vascular
Stent System compared to PTA in the treatment of symptomatic vascular disease of the SFA end/or proximal papliteal artery. A total of 206
subjects were treated at 22 UUS and 2 European investigative sites, Each site not participating in the feasibility study was required to perform
one roli-in case. A total of 20 rofl-in cases were performed ard 206 randomized cases were performed. Seventy-two (72) subjects were
randomized to the PTA arm and 134 subjects were rendomized to treatment with the LeSTENT® Vascutar Stent System,

Subjects eligible 1o be enrclled in this study had stenotic or occluded lesions of the SFA and/or proximal popliteal artery and sufiered from lifestyle
limiting claudication (Rutherford Categary 1 — 3). Lesions could be either de novo or restenotic. Subjects with previously stented lesions or target
limb vascular 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 to be less than 150 mm. Subjects underwent angiographic analysis of the lesion prior to and
immediately following treatment. Subjects were foflowed at 30 dzys, 6 months and annually thereattar with follow-up planned out to 36-months.
Office visits were coupled with duplex ultrasound assessments of the treated segments. X-ray evatuation of the stented lesions was aiso performed,
The RESILIENT trial utilized a Frequentist approach with its statistical plan. The primary objectives were to show the following:

6
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that the probability of the occurrence of Target Lesion Revascularization {TLR) or Target Vessel Revasculanzation {TVR) at 6-months post-
procedure for the subjects treated with LeeSrent” NT {test arm) was significantty lower than (and therefore superior %) that for the subjects
treated with PTA-alone {control armj; and,

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

Continucus variables were compared using an independent samples t-test. Dichotomous variables were compared using Fsher's exact test
Ordinal variables were compared using a Chi-square test. Time to event was compared using a kbg-rank test. Inferval censored datz were
analyzed using the Kaplan-Meier method as the primary analysis. A sensitivity analysis for interval censored data was performed using the
Weinull distribution. Effectiveness endpoints were analyzed as one-sided tests. Safety endpoints wera analyzed as two-sided tests.

The results were evaluated using an Intent-to-Treat (ITT) analysis. In particular, control subjects requiring stent placement to salvage a falled
angioplasty remained in the cohort to which they were randomized,

mi i .
Characteristics of the subjects enrofled in the study including age, gender, medical history as well 25 lesion characteristics ara provided in

the tables below.
RESLIENT Trizi Subject Demographics.
Variable Catogory Test Comral
Age at Procedure {Yrs} N, Mean = SD 134,684+ 99 72,661 = 0.2
Female 79,1 (38/134) 33.3 (24172)
Gender, % (VN Thako 709 (35134) .7 AET2)
African American 8.0 (12134) 9.7 (1172
Race, % in/Ny Caucasian 80,6 (120F134) B84.7 (BH72)
iher T4 (Z134) 56 A770)
Fypertension, % () 836 (112/134) 4.4 (B&72)
Hypercholesterolemia, % (wN) 79.8 (107/134) 76.4 B5/72)
Diabetes, % (W) 3.1 GH134) 38.0 2872)
Smoking, % ) 724 (97134 83.3 (B0/72)
Caronary Arery Diseass, % [UN) 56,0 (75/134) 54.2 (39/72)
Wyocardial Infarction, % (M) 20,1 (271134 26.4 (19/72)
Tlass 1 3.0 (41134 6.9 (5/72)
. Class 2 35.8 (48/134) 417 (0072)
rgel Limb Rutherlord Category, % (v Tiass 3 B1.2 82130 530362
Class 5 1401772
Targat Limb ABI {mm Hg) N, Mean + 8D 124, 071 = 0.19 67, 0.72+ 018
Contralaters} Lin ABI {ren Hg) N, Mean = 5D 120, 0.B5 = 0.21 64, 0.84 = 0.21
RESILIENT Trial Legion Charactaristics
Vartsble Catagory Tost Control
Mumber of Lesions, % (VM 1 Lesion{s} 85,8 (1154134} 81.5 (3/72)
2 Lesion(s) 14.2 (18/134) 12,5 (072)
Left 477 73153 54,3 (44/81)
Terget Skie, % () Rigre 52.3 (B0N153) 45.7 (37781)
Proximal 1/3 of SFA 131 (20/1153) 14.8 (12/81)
Lesion Location, % () Migdle 1/3 of SFA 32.0 (48/153) 38.3 (31/81)
Distal 173 of $FA 50,3 (77/153) 45.7 (37/81)
Proximal Pogliteal 4.6 {71153 1.2 (1/81)
De Novo/Stenased £0.4 {123/153) 79.0 (B4/81}
Leslon Classification, % {n/i) Occlusion 17.0 {26/153) 18.5 (15/81)
Restenosed 2.6 {47153} 2.8 (2/81)
Target Vessel VD (mm} N, Mean = S0 153, 5.2+ 0.8 81, 5.2 % 0.9
Lesion % Diameter Stanosis N, Mean = 5D 153, 86.3 = 12.5 80,87.9 = 116
Lesion Lergth {mm) N, Mean = 5D 153, 61.3 = 42.4 81,570 = 3.0
7
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Metheds

Subjects underwent either PTA or PTA plus LireStent® Vascular Stent System placement in the target lesion(s). In cases where the PTA oty
result was sub-optimal, stent placement was perdformed. This occurred in 40% (29/72) of the subjects that were randomized 1o the PTA-gnly
treatment arm, Post procedure medication was suggested as aspirin for & months ang clopidogrel for 12 weehs.

All data were collected on case report forms at investigative sites. Adverse events were adjudicated by the dinical events commitiee and the
data safety monitoring board routinely reviewed the study outcemes to ensure that the benefits of continuing the study outweighed any
patentéal risks. Independent core laboratories were utilized to analyze angiographic, x-fay and duplex imaging.

Results

As shawn in the principal Safety and Effectiveness table (Section J) the LFeSTenT' Vascutar Stent System demonstrated a significantty higher
freedom trom intervention rate (freedom from TVR/TLR) a1 6 manths {LFESTENT 94.6%; control 52.6%), 12 months (LFeSTent” 82.7%; contral
45.2% ), 24 months (LreSTRN" 70.5%; control 40.1%), and 38 months (LFESTET” 68.1%; control 40.1%) than the PTA control group (p < 0.0001).
Additionatly, as expected, there was no difference in the 30-day mortality rate between the two study arms.

¢. E-TAGNSS CONFIRMATORY STUDY

Design

The: E-TAGIUSS trial was a prospective, multi-centar, confirmatory clinical investigation to evalirate tha LIFESTENT® and LreSTenr™ XL Vasgutar
Stent Systems in the treatment of symptomatic vascular disease of the $FA and proximal popliteal artery. A total of 37 subjects were treated
at 7 European imvestigative sites.

Subijects efigitde 1o be enrefled in this study had to demonstrate Trans-Atlantic Inter-Society Consensus {TASCY A, B or C lesions. 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 to
be less than 200 mm. Subjects underwent angiographic analysis of the lesion prier to and immediately tollowing treatment. Subjects were
followed at 30 days with an office visit.

Demoyraphics
Characteristics of the subjects enrolled in the study inctuding age, gerder, medical history as well as lesion characteristics are provided in
the tables below.

E-TAGMSS Trial Subject Demographles
Varizhle Catogory Tatat
Age at Procedure {¥rs) Mean + SD (N) 7078
Gander, % (/N) female 29.7 (11437
Male 70.3 (26/37)
Race, % {n/M) Caucasian 97.3 (36137
Dther 2.7 (1137
Hypertansion, % (wN) 83.8 (31737}
Hyperchalesternlemia, % fn/N} 56.8 (21/30
Smoking, % (n/N) 48,6 (18/37
Lonpnary Artery Disease, % (nN) 32.4 (1237
Diabetes, % (/N 24.3 (9730
Myocardial Infarction, % (rvi} 13.5 (537
Class 1 5.4 (2/37)
Clags 2 351 (1337
Target Limb Rutherford Category, % {n/h} Class 3 45,9 (17/37}
Class 4 5.4 (/370
Class 5 8.1 (¥3h
Target Limb ABI {mem Hg) Mean = S0 (N) 35,06 =02
Contralateral Limb ABI {mm Hg) Mean + 8D ) 31,0802
&

-
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E-TAGRISS Trial Lexion Characiaristics
Varabie Catagory Towl
Number of Lesions, % {uN) ! 365 (32137)
2 13.5 {5730
) Left 476 (20/42)
Terget Side, % (o) Right 52.4 (22/42)
Popliteal 2.4 {1142
Lesion Location, % {n/N) SFA 95.2 (40/42)
SFA & Popliteal 2.4 {1/42)
Occlusion 42.8 (18142
Lesion Classification, % (/) Reocchuded 7.1 {3/42)
Restenosed 2.4 (1/42)
Stenosed 47.6 (20/42)
TASC A 45.9(17437)
Lesion Severity/TASC Grade, % (N} TASC B 24.3 (9737}
TASCC 207 01437
Target Vessel RVD {mm) N, Mean = §D 42,53+ 0.6
Lesion % Diameter Stenosis N, Mean = D 42,80.3 + 15.1
Lesion Length fmm) N, Maan + 8D 42,89.2 > 69.8

Methods .
Subjects underwent PTA plus LireSTENT® ancb/or LiFeSTENT® XL Vascular Stent placement in the target lesion(s). Post procedure medication was
suggested as aspirin and clopldogrel for a minimum of 30 days.

All data were collected on case report forms at investigative sites. Adverse events were adjudicated by the elinical events committee and the
data safety monitoring board reviewed the study cutcomes. Independent core laboratories were utilized to analyze angiagraphic data.

Resuity

As shown in the principal Safety and Effectiveness table (Section J) the LIFESTENT® and LireSer® XL Vascular Stent Systems were able to
accurately deploy the stent and demonstrated minimal length change (deployment success 100.0%). Additionally, the acute safety and
effectiveness measures demonstrated pasitive results,

d. Retrospective Analysis of LIreSTenT® Vascular Stert Systams in the Treatment of Long Sagment Leslons

Design

This study cansisted of a post-hoc analysis of four sources of data: (1) a pivotal IDE clinical trial (RESILIENT: IDE GO40028; “RESILIENT*), {2)
a multi-center, non-randomized, cbservational study condueted in Eurape (“ELODIE [, (3) the routine clinical practice of a United States (U.5.)
physician {“US Series”}, and (4) the rourtine elinical practice of a Eurgpean Unian (EU) physician (“EU Serles"). In total, two-hundred-eighty-
five (285) patients with one or more implanted LireSenT® devices wers identified and includad in the analysis. There were a total of 46 lesion
segments ib this analysis with lesion lengths beyond 160 mm.

Demggraghics
Characteristics of the subjects and lesions analyzeq are provided in the tables below.
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Demographics: Retrospective Analysis of LireSTenT® Vascular Stent Systems in the Treatment of Long-Segment Lesions

Characteristic RESILIENT ELODIE | 1S Sardes EU Sarles TOTAL
Age at Procedure {vears)
H reported 198 1 66 10 285
Mean 68.4 7.8 726 739 89.7
St Dev 10.2 8.63 108 5.53 10.3
Range 20.7 - 88.2 53.9 - 85.6 36.3 - 96.8 63.9 - 831 20.7 - 96.8
Gender (% mate} 69.2 45.5 60.6 444 65,5
N reporied” 198 11 BB k] 284
Race (% Caucasian) 889 100 773 100 86.6
N repoctad 198 3 66 10 277
Hypertension (%) 85.4 2.7 &4.0 100 85.3
N reported 198 11 EE 10 285
Hyparcholesterolemia (%) 80.3 54.6 758 800 78.3
H reported 198 11 3] 10 285
Smoking (%6} 258 36.4 BO.B 0.0 333
H reparted 168 1 2 10 285
CAD {5) 56.6 23 57.8 300 84,7
N reported 198 1 il 10 285
DM (%) 389 0.00 50.0 30.0 30.7
N reparied 158 11 66 10 285
Rutherford Category of Target Limb
N reparted 198 1 MR 10 219
Class 1 (%) a5 0 0 32
Class 2 (%) 40.4 45.5 10.0 38.3
Class 3 (%) 56.1 36.4 0.0 55.3
Class 4 (%) 0.0 0 0 0
(lass 5 (%) 0.0 18.2 30.0 2.3
Indication of Target Limb
N reparted 198 1 Il 10 290
Claudication (%) 100 90.9 483 70.0 B86.6
Critical Limb §schemia (%) 0 9.1 50.7 30.0 13.4
ABl of Target Limh
N reported 183 NR 51 10 24
Mean 0.72 0.61 041 0.69
St Dev 0.20 0.22 0.18 0,22
Range 0.24 - 1.45 0-1.34 0.1 - 067 0-145
* One patient did not repart gender
NR- Not Reparted
10

2Ny



BAWB05680:BAWB05680 15.12.2010 17:02 %ite 11
Lesion and Stent Charactaristics

Cheractaristic RESILIENT ELODIE| US Series ELl Sorkss TOTAL

N Patients 139 11 66 10 285

N Treated Limbs 198 11 72 10 291

N Treated Lesions 212 16 72 10 310
Individual Lesion Length
N reported 212 16 72 10 310
Mean {mmj 66.0 108.8 152.6 2140 931
St Dev Length 35.7 4.7 1045 109.6 751
Mean N per Limb 1.1 1.5 1.3 1.0 1.1

Pertent Stenosis (max per limb):

N reported 198 1 0 10 219
Mean B7.8 927 86.0 88.5
St Dev 1.3 8.05 6.99 11,2

e 30-100 80 - 100 80 - 100 S0 -100

N Total Lesion Lengths:
< S0 mm 62 1 9 0 72
50~ <100 mm a3 0 19 i} 112
100 - <160 mm 37 6 15 3 61
160 — <200 mm 5 1 3 4 13
200 — 240 mm 1 2 8 1] 1
= 240 mm 0 1 18 1 22

Tetal Lesion Lengths:

N 188 n 72 10 291
Mean 70.6 158.2 152.6 patl 89.15
Si Dev 37.7 578 104.5 1096 773
Range 10 - 202 30 - 240 16 - 360 140 - 500 10 - 500

N Total Stented Lengths:
<60 mm 40 [ NR V] 40
80— <110 mm n 0 NR 0 7
10~ <170 mm 73 i NR 1 75
170 - < 210 mm 7 7 NR 5 19
210 = < 250 mm 5 b NR 1 &
= 250 mm 2 1 NR 3 8

Total Stent Lengths:

N 188 11 NR 10 219
Mean 104.5 045 2444 1159
St Dev 55.4 53.2 125.1 £9.4
Range 30- 340 160 - 290 160 - 574 30- 574

TASC Classification
N Grade A (%) 1 (3.1%) 23 (39.0%) 24 [34.3%)
N Grade B (%) NA 3(27.3%) 11{18.6 %) NR 14 {20.0%)
N Grade G (%) 7 (63.6%) G (10.2%) 13 [18.6%)
N Grade D (%) 0 (0% 19 (32.2%) 19 {27.1%)

Tatal 1 ‘59° 70

* For lesion characteristics, core fab data were 1sed when avallable; the site reported data were used otherwise. Five (S} patients did not have

lesion characteristics reported by the core lab

#R- Not Reparted

Methods

Subjects received at least one commercially available LireSTent® stent - in the case of those subjects enrolled in the RESILIENT study (IDE -
G04D023), they received the device as described in 5040023, which were identical to the current commercially available LreSTent® device.
Specifically, the following analyses were undertaken:

» Estimating the patency {eefined in this analysis as freedom from TVR) at 12-months post-procedure of lesions of length: 50 mm, 100 mm,
160 mm, and 240 mm {leng-term effectiveness)

» Gomparing the acute safaty performance of the LFESTENT® device at 30-gays pest-procedure to the Viva OPC, and,
» Estimating the freedom from death and amputation at 12-months post-procedure in patients with long lesions treated with the LFESTeNT®

1
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device by calculating the observed rates in this study (long-term safety).

Data for this refrospective analysis were compiled "as received' from their respective sources.,

Results :

The rate of freadom from death, amputation, and TVR, at 30 days post-procedure was 99.6% for the combined performance of the LFeStarm
and LireSTent X1, Vascular Stent Systems, and 8% for the VIVA OPC. Furthermore, long-term safety was shawn to have a clinically acceptable
freedom from death and amputation rate through 12-manths (84.5%). Moreover, eHectiveness was evaluated through estimation of patency
at 12 months post-procedure for lesion lengths of 50 mm, 100 mm, 160 mm, 200 mm and 240 mm via the lesion-length model, The patency
at 12 months for lesions greater than 160 mm in length is 67%.

J. Principal Safety and Effactiveness Tables
. RESILIENT RANDOMZED STUDY

RESLIENT Principa) Safsty 2nd Effocthness Teble
Varbably Taat Coatrol frioe

MACE at 30 Days, % {(n/N} 0.0 {0/134} 140778 ns*
Frasdom froem ABAGE at § Months, % 83.9 92.8 ns*
Freedom from MACE &t 12 Manths, % B6.6 B5.1 ns*
Freadom from MACE at 24 Manths, % 80.5 79.7 ns*
Freadom from MACE at 36 Months, % 75.2 75.2 ns*
Lesion Success, % (n/N} 95.8 (154119 83.9 {32/62) 0.009
Hemodynamic Success, % (n/N) 71.2 (79111} 58.6 {31/52) ng*
Procedure Success, % {(n/N) 55.8 (114119 83.9 {52/62) 0.008
Clinica Success at 6 Months, % (/) 82.2 {57/118) 30.8 {21/68) <0.0001
Primary Patency at 8 Manths, % 84.2 47.4 <0.0001
Secondary Patency 21 & Months, % 100.0 98, ns*
Freedom From TVR/TLR at § Months, % 94.6 52, <0.0001
Clinical Succass at 12Months, % [N) 723 {#1/112) 31.8 {21/66) <0.0001
Primary Patency at 12 Months, % 81.5 36.7 <0.0001
Secondary Patency at 12 Months, % 100.0 98.3 ng*
Fregdom From TVR/TLR at 12 Months, % 82.7 45.2 <0.0001
Llinical Success at 24 months, % n/N) 68.6 {70/102} 25.4 {16/63) <0.0001
| Freedom From TVR/TLR &t 24 menths, % 70.5 40.1 <0.0001
Clinical Success at 36 months, % (n/N) 63.2 (60/95) 17.9 {10/56) <(.0001
Freedom From TVA/TLA at 36 months, % 4.1 40.1 0.0002

ns* - not significant

Definitions (secondary endpoints denoted with an asterisk )

Major agverse ciinical events* (MACE): Any event of death {through 30-days), stroke, myocardial infarction, significant cistal embolization,

emergent surgical revascularization of target limb, thrombasis, anc/or worsening Rutherford categary post procedure at the indicated time
point.

Lesion Success®; Attainment of < 30% residual stenosis of the target lesion using any percutaneous method and/or nan-investigational
device.

Hemodynamic Success*: Angiographic evidence of improved flow across the treated area immediately post-procadure. ABi improved from
basetine by > 0,10 and not deteriorated by > 0.15,

Brogedure Success*: Attainment of < 30% sesidual stencsis of the target lesion and no in-hospital seripus adverse events defined as; death,
stroke, myocardial infarction, emergent surgical revascularization, significant distal embolization in the target limb, and thrombosis of the
target vessel.

Clinical Success*; Relief or improvement of baseline symptoms by Rutherford categories/grades for acute or chronlc limb ischemia and the
“definition of improvement". Improvement emust be sustained by one clinical category above the pre-treatment clinical value.

Primary Pateney*; The contirued flow through the target lesion as evidenced by DUS or anglogram without further/repeat intervention aver
time.

Secondary Patency*; The patency history for the target lesion that is sustained or restored (with repealed intervention) over time.
12
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be considered a TLR/TVR for the control group.

Survival Analysiz — Freadom from MACE (2t 35 months)

ularizati

; Any “clinically-driven” repeat percutaneous intervention of the
target lesion or bypass surgery of the target vessel. I a control subject requires a stent peri-procedurally due to a ballout procedure, it will

Tima Untl MACE

100 -

0.865
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Test (LFESTENT)

75.2%

24.8%

Control {balloon angioplasty)

75.2%

24.8%

058

“p-value is from Log-rank test on all available data.

13

%



BAWB0O5680:BAWB0O5680 15.,12.2010 17:02 @ite 14

Survival Anatyeis — Freadom from Loss of Primary Patancy (at 12 months)
Time Until Loss of Primary Patency

H

o
%
HH

LT
B TR,
ta W

02
o TEwnt  ~— Toit Loss of Primary, Patancy,
oo eeeet Cortiol LodSiof Pimary” Patensy-

o %+ 2.0 @3 "4 5 8 7 8 & 90 #H ©
Mortfis from Procedure.-

Loss of Primary Patancy Event Frae Event Rata P-Value®
Test { LeeSton™) 81.5% 18.5%
Control (balkocn angioptasty) 36.7% 63.3%
*p-valug Is from Log-rank tast on all available data.

Stent Fractus Analysls

Independent Anabsis

As pre-specified in the RESILIENT protacol, A-P and lateral x-rays were taken at 6-, 12-, and 18-months post-procedure and anatyzed by an
independent core lab. X-rays on 291 stents were avallable for analysis from all phases of the RESILIENT trial. Fractures were classified as
follows:

<0,0001

[ TescHication 176
T Single-sirut fracture only _
2 Mutiipla single-stent frachires occuring at diffarent sites
3 Wultiple stent fractures resultng i ComplEle TranSverse linear MActure BUT WAhOUT stent GISplacement
4 Complets ransverse inear fractura with stent dsplacement
Based on Allie, et. al. Endovascular Today 2004; July/August: T34 7

* Please note that the fracture analysis in the RESILIENT Study was conducted by an independent core aboratory using the classification
system described by Allie et al., 2004 in accordance with the protocol approved in the IDE prior to study initiation (G040023, 3/19/2004).
This system classifies fractures info four distinct types. Since study initiation, other stent classification systems have been propased
{Scheinert et al, 2005; Roca-Singth et &l,, 2007; Popma et al., 2009). The classification system publishad by Rocha-Singh et al., is cumently
used by many core labs in the U.5., and splits the Type 4 fractures as defined by Allie et al. intp “stent fracture(s) with mal-alignment of

14
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components“(Type 4} and “stent fracture(s) in a trans-axial spiral configuration” (Type 5). The Type 4 fractures in the RES:.'UENT Study were
not sub-categorized according to the system proposed by Rocha-Singh and colfeagues.

One {1} fracture was noted at the time of the six-month analysis, eight (8) additional fractures were noted at the twelve-month analysis (.e.,
between € and 12 months), and three (3) more fractures were noted at the final eighteen-month analysis (i.e., between 12 and 18 months).
67% (8/12) of the fracturas wers identified within 7 months of implantation. At the eightaen month analysis, six fractures were noted as Type
| {single-strut fracture) and six fractures were classified as Type [V {complete transverse fracture). Since the overall number of stant fractures
was low throughout the course of the RESILIENT trial, statistical analysis as to cause was not possible.

It was observed however, that of the six Type M fractures, all six were alongated at daphoyment, four of Six ocourred in lesions that were
moderate to severely calcified, and four of six occurred proximal or distal to an area of stent overlap. 38% of patients with »>10% elongation
went on te develop Type 4 fractures in less than 1 year and 36% of the fractures occurred in patients where multiple (= 2y stenis wera
deployed in an overlzpping fashion. No patients with stent fractures deweloped restenosis as evaluated at the 12-month follow-ug, and no
fractures were associated with MACE. Overall, fractures in RESILIENT had ne apparent effect on device safety or effectiveness. The following
table summarizes the fractures categorized accarding to Allie, et. al.

RESLIENT Fracture Anatyshs (18 Months)
| Typs Count {stonts/subjocts)
Type { 6/6
Type 4 514
Type 1% 4 11
Totat 12411

Review of Medical Device Reporting

Since February 13, 2009, in the global commercial experience, Bard Peripheral Vascular received complaints of suspected LieSTenT® fractures
in 38 patients. Of these reports, ning (9) patients with 10 frzctures were confirmed from evahation of baseling or follow-up angiograms, &
review of the confirmed fractures showed that seven (7) of the stents had single stnst fractures and three (3) of the stents had muttiple strut
fractures. Thase were associated with one case of stent twisting, one case of stent elongation, and three cases of stent compression that
may have contributed 1o the octurrence of fracture. Classification of fracture type was not completed dua to the limitations of the data
received from the user and a systematic review of all stents by an angiographic core lab was not performed, Because of the difficulty in
identifying stent fracture and the lack of comprehiensive angiagraphic follow-up, it is not possible to determine the true fracture rate of the
LireSTenT* in commercial use,

Condlugion

Stent fractures were noted fo be an uncommon event in the RESILIENT tria) 2nd appeared to not impact the safety and performance of the
LFESTENT® implant. Stent fractures may oceur with the use of verlapping stents; however thereg was no correlation between stent fractures
and the number of stents implanted in the RESILIENT trial. Fractures may occur in SFA or popliteal segments that undergo significant motion,
particularly in areas with severe anguiation and tortucsity. The RESILIENT trial was not designed to show a correlation between stent fractures
2nd the kcation, although six (6) fractured stents were observed in areas with severe calcification, and one (1) stent placed across the point
of flexien in the mid-popliteal region resulted in a fracture,

Patancy ve. Laslon Langth

In order to assess the impact of lesion length on patency outcames, a Cox regression analysis, with the total lesion length as a risk factor
was performed which demonstrated that for the LreStent 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 outcomes in the LireStent® group. it should be noted that based on the analysis, the lesion length is a significant predictor of patency
outcomes for the control group (p-value = 0.0025).

b.  E-TARUSS CONFIRMATORY STUDY

E-TASIUSS Principal Satoty and Effactivenezs Table

Ver{able Test % (nAl)

Death at 30 Days 0% {0/37}

MAGE &t 30 Days 2.7% {1137y

Deployment Success . 100.0 {46/46)

Lesion Success 50.9 {30/33)

Procedure Success 90.9 (30433
Definitions {secondary endpoints denoted with an asterisk (*)):
Major adverse clinical events® (MACEY: Any event of death, stroke, myocardial infarction, emergent surgical revascularization, significant distal
embalization in the target kmb, amputation of the target limb and thrombosis of the target vessel at the indicated time paint.

15
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Deployment Success: Abllity to deliver the stent to the infended site with the post deployment stent length being within 10% of the pre-
deployment iength.

Lesion Success™: Attainment of < 30% residual stenosis of the target lesion using any percutaneous method and/or non-investigational device.

Proceduze Success®: Attainment of < 30% residual stenosis of the target lesion and np in-hospital serious adverse events defined as: death,
stroke, myocardial infarction, emergent surgical revascularization, significant distal embolization in the target limb, and thrombosis of the
target vessel,

6. Retrospective Analvels of LireSrenr® Vascular Stent Systems In the Treatment of Lang-Sagment Lasions
The resuits for the primary effectiveness endpoint as defined by freedom fram TYR/TLR are shown in table below.
Fraedom from TLR/TVR* by Time and Leslon Length

12 months Walbul* / Kaptan-kisler 24 months Walbull* / Kaplan-Maler

Variabls (n/=at 12 months) {n/H**at 24 months)
Average of all (total) lesion lengths (= 101, m) 82.4% / 79.2% (54/291) 63.3% / 62.5% (29170)
{n=12) < 50 mm lesions (Weibull: 53 mm} 85.4% / 83.4 {11/772) 69.0% / 68.1% (7/48)
{n=112) 50 - < 100 mm lesions Weibull: 100 mm) 81.9% / 87.9% (12/112) 62.5% / 74.3% (/73)
{n=61) 100 - < 160 mm lesions {(Weibull: 160 mm) 76.7% / 76.5% (13/61) 53.6% / 55.2% (9/35)
{n=13) 160 - < 200 mm lesions (Weibull: 200 mm) 72.6% / 38.9% (7113) 47.0% / 38.9% (0/2)
[n=11) 200 - < 240 mm lesions (Weibull: 240 mm) 67.9% / 67.5% (3/111) 40.2% / NA {1/9)
{n=22} > 240 mm lesions NA / 55.9% (8/22) NA 7 23.9% (/1)

* From the Weibull covariate-adjusted analysis

** Number starling the year

The primary acute safety endpoint of the LireSTenT® and LIFeSTENT® XL Vascular Stent Systems at 30 days post-procedure showed the freedom
from rates were higher than the Viva OPC {88%). The 30-day freedom-from-gdeath, amputation and TVR rate was 99.6% with a standard error
of 0.34% (95% C!: 97.59% - 99.95%).

The primary long-term safety endpoint was freedom from death/amputation. The Kaplan-Meier analysis showed that the freedom-from-
death/amputation ratg at 12 months was 100% (lesions < 50 mm), 94.5% (lesions 50 - 100mm), 91.4% (lesions 100 - 160 mm), 63.6%
{lesions 160 - 200 mm), 30.9% {lesions 200 - 240 mm} and 84.1% flesions >240 mm),

Freedom from Death/Amputation®
12 months (RN
Al Lasions 93.8 {17/251)
Lesions < 50 mm 100% (0/72)
Lesions 50 - 100 mm 94.5% (6112
Lesions 104 - 160 mm 91.4% (5/61)
Lesions 160 - 200 mm 63.6% (4113)
Lesions 200 - 240 mm 90.9% (1A11)
Lesions > 240 mm 94.1% (1/22)
* from the Kaplan-Meier analysis
** Number starting the year

K. Patient Selaction and Treatment

Patient selections should be based on the populations treated in the RESILIENT and E-TAGIUSS investigations. Demographics for the twa
investigations are provided in Sectien | — Clinica) Investigations of this “Instructions for Use” document, Additionally, treatment of the patients
shoutd follow the treatment practices usad by the RESILIENT and E-TAGIUSS investigators. These methods have been reiterated below in
Secton L - Patient Counseling Information and Section N — Instuctions for Use.,

L. Patient Counseling Information

Physicians should consider the following in counseling the patient about this product:

= Discuss the risks associated with stent placemnent.

» Discuss the risks associated with a LireStai® implant,

« Discuss the risks/benefits issues for this particular patient.
= Discuss afterations to current lifastyle immediately following the procedure and over the fong term.
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« Discuss the risks of early discontinuation antiplatelet therapy,

The following information is provided in the packaging for the physician to provide their patients:

= A Patient Guide which indudes information on the LFeSTenT*Vascular Stent System, peripheral artery occlusive disease, the implantaton
precedure and patient care following the implant,

= APatient 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 LieStent® Vasguiar Stant System is supplied sterile (by ethylene oxide gas) and is nonpyrogenic. Do
not resterilize and/or reuse the device. Do nat use if the temperature expasure indicator {i.e., square |abel found on the pouch} is black as
the unconstrained stent diameter may have been compramised. The temperature exposure indicator [abel should be grey and must be dearly
vigible on the pouch. Da not use if pouch is opened or damaged. Do not use the stent after the end of the month indicated by the “Use By™
date specified on the package. For returned product or product issues, please contact Bard Peripheral Vascular at the address below:

Bard Peripheral Vascutar, Inc.

Subsidiary of C. R, Bard, Inc.

1625 West 3% Strest

Tempe, AZ 85281 USA

CONTENTS for one {1) LireSTent® Vascular Stent System:
+ (ne (1) LreSten® Vascular Stent System

+ One {1) Patient tmplant Card

= One {1) Instructions for Use

« One (1) Patient Guide

STORAGE: Store in a coal, dark, dry place. Storage temperature should not exceed 60°C. Use by the end of the month indicated by the “Use
By" dale specified on the package. ’ ’

DISPOSAL INSTRUCTIONS: After use, dispase of product and packaging in accordance with hospital, agministrative andlor local government
palicy.

N. Instructions for Use

Pre-Deployment Procadure

1. Injsct Contrast kladia
Perform an angiogram using standard technique.

2. Evatuate and Mark Target Sits
Fusoroscopically evaluate and mark the target site, observing the most distal diseased or ohstructed segment.

3, Select Stent Size
Measure the length of the target lesion to identify the appropriate length of stent{s) required. Ensura that the stant is long enough to permit
the area proximat and distal of the lesion to be covered by the stent,

lcienti‘fg 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 Salaciion Table: LFESTenT® Vascular Stent System
Reference Vessel Diameter Unconstrained Stent Inner Diamete:
4.0-5.5mm 6.0 mm
56-65mm = 7.0 mm
Refer to product labeling for stent length
4, Materials Raquired

In addition to the LFESTENT® Vascular Stent System, the following standard materials may also be required to facilitate delivery and
deployment of the LIESTENT* Vascular Stent System: heparinized normal saline, 6F {2.0 mmj or larger introducer sheath, 0.035” diameter
guidewire, standard balloan angioplasty (PTA} catheter, contrast medium diluted 1:1 with heparinized norinal safing, inflation device and
appropriate anticoagulation and antiplatelet drugs.

5. Prepars Stont System
a) Dpen the box and remove the pouch containing the stent systam.

by Check the temperature exposure indicator [abal on the pouch to confirm that the grey background is dlearty visible. Ses “Warnings® saction,
17
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c) Carefully inspect the pouch for damage to the sterite bamier. Do mot use after the expiration data. Peel open the pouch 2nd remove the
tray containing the stent system. Extract the stent system from the tray and check the following:
i}y Verify that the shipping lock is still secure in the stent system handle.
Iy Examine the stent system for any damage. If it is suspected that the sterility or performance of the stent system has been
compromised, 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 stenl is partially
deployed.

) Visually inspect the distal end of the delivary system catheter to ensure there is no gap between the delivery system catheter tip (grey
colored) and the primary sheath (braided catheter with light biue colored end) such that the guidewire lumen (grange colored) is visible.
Do not use the device if the orange colored guidewire fumen is visible.

f) Flush the inner lumen of the stent system with heparinized normat saline pricr to use.
g} Wipe the usable length portion of the stent system with gauze soaked with heparinized normal saline,
Stant Daployment Procedura

1. Insert Introducer Sheath and Guidewire
) Gain sccess at the appropriate site using a 6F (2.0 men) or krger infroducer sheath,

b) Insert a guidewire of appropriate length (see table) and diameter across the Jesion 1o be stented via the introducer sheath.

Recommanded Guldewire Langth Tebla
Catheter Working Length Recommended Guidewire Length
130 cm 300 cm
80 cm 260 em

2. Diate Lesion

Predilation of the lesion should be performed using standard techniques. While maintaining site access with a guidewire, remove the

balloan catheter fram the patient.
Caution:  During ditation, do not expand the balloon such that dissection complication or perforation could oceur.

3. Introduce stent system
8) Advance the stent system over the guidewire through the sheath introducer.

Nota: If resistance is met during stent system introduction, the stent system should be removed and another stent system should
be used.

Caution:  Always use an introducer sheath for the imptant procedure fo protect the vasculature and the puncture site. A 6F (2.0 mm)
or larger intraducer sheath is recommended.

b) Position the tip of the stent system past the target site.

¢} Pull bagk the stent system until the distal and proximal stent radiopaque markers are in position so that they are distal and proximal ta
the target site.

d) Remove slack from the stent system held cutside the patient

Cautlon;  Any slack in the stent system (outside the patient) could result in daplaying the stent beyond the target site.

4. Daploy stent
a) Verify that the distal and proximal stent radiopaque markers are distal and proximal to the target lesion.

b) Gonfirm that the introducer sheath is secure and will not meve during deployment.

18
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¢) Remove the shipping lock.

d) To ensure the mast accurate placement, firmly hold the black system stability sheath throughout deployment
Note: Do NOT hold the silver stent delivery sheath at any ime during deployment. DO NDT constrict the stent delivery sheath during steat
degioyment.

€) Initiate stent deployment by rotating the thumbwheel in the direction of the arrows while holding the handle In a fixed position.
Nate: If excessive force is felt during stent deployment, do not force the stent system. Remove the stent system as possible, and replace
with a new unit.

f} While using fluorescopy, maintain position of the distal and proximal stent ragiopaque markers relative to the targeted site. Watch for the
gistal stent radiopaque markers to begin separating; separation of the distal stent radiepaque markers signals that the stent is deploying.
Continue tuming the thumbwheel until the distal end of the stent obtains complete wall apposition.

@) With distal end of the stent apposing the vessel wall, final deplayment can be continued with the following methods {Fg. 3, 4, 5

Continus to rotate tha thumbwheet
to achieve complete stent
deployment.

While maintaining a fixed handle position,
ptace your finger In front of the
deployment slide and slide it

from the distal to proximat end. ¥

F

Figure 4. Fast Track Depioyment Lever

While maintaining a fixed handle position, peel the
circular ring from the handle, Pull
the rapid deployment ring
tewards the proximal end of the
handle to achieve complete
stent deployment,

Fgure 5. Rapid Deployment Ring

h} Deployment of the stent is complete when the proximal stent radiopaque markers appose the vessel wall and the sheath radiopaque zone
is proximal to the proximal stent radiopacjue markers.

) DO ROT attempt fo re-sheath stent system prior to remaoval.

5. Poststent
) Remove the stent system from the body.
Mate: i resistancs is met while retracting the dalivery systemn over a guidewire, remove the delivery system and guidewire ogether,

b) Post stent expansion with a PTA catheter is recommended. If performed, select a balloon catheter that matches the size of the reference
vessel, bt that is not larger than the stent diameter itseif,

¢) Remagve the guidewire and introducer sheath from the body.
d) Close entry wound as appropriate.

e} Discard the stent systern, guidewire, and introdueer sheath,
Note: Physiclan experience and discretion will determine the appropriate drug regimen for each patient.

19
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Symbols used on labeling

. sty
'ﬁi" Kesp away from sunlight 73 The Green Dot
[ ]

Ts Kesp dry Q% Recyclabla

LireSTeENT® Vascular Stent Systems

Bard and LifeStent are trademarks and/or registered trademarks of C. R. Bard, In.

All other trademarks are the property of their respective owners.

This product Is manufactured and sold under one or more of the following patents: IS, Patent No. 6,878,162, Other international
and U.8. patents pending.

Caution: Federal {USA) law restricts this device to sale by or on the rder of a physician.

Copyright © 2010 C. R, Bard, Inc.
All Rights Reserved

Distributed In the USA by:

Bard Peripharal Vascular, Inc.

Subsidiary of C. R. Bard, Inc.

1625 West 3" Street

Tempe, AZ 85281

USA

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

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

www.bardpv.com

| PERIPHERAL
%m VASCULAR BOS680 Vers. 6/12-10
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BO5681 Vers, 6/12-10

BarD® LiFeSTENT® XL Stent and Delivery System

Vascular Application
Recommendad Guidewirs Langth Table
Catheter Recommended Guidewire
Working Length Length
130 ¢m 300 cm
80cm 260 cm

: - 130 cm & 80 cm
@
e 160 ¢m & 110 cm

Pigure 1, LireSTenT® XL Vascular Stent System

CAUTION: U.S. faderal law rastriets this devica to sala by or on the order of a physician (or propaty licensed
practitioner).

This devics is supplied in sterlie condition. All materials inside the sterile barrier pouch (the delivery system

and slent, as shown in Figwre 1, as well as the tray and pouch finer) are sterile. The sxternal surface of the
sterile bamier pouch, as walf ag the product carton, should not be considersd sterile.

A, Device Description

The bFESTENT® XL Vascular Stent System is designed to defiver a seif-expanding stent 1o the peripheral vasculature via a sheathed delivery
system, The LIRESTENT® XL Vascular Stent System is comprised of the fellowing:

An implantable self-expanding nicket-titanium alloy (nitinol} stent (13, as shown in Figure 1 and Figure 2, The stent is a flexible, fine tubular
mesh prosthesis, with a helical design, which achieves its unconstrained diameter upon deployment into the target vessel. Upon deployment,
the stent imparts an outward radial force on the luminal surface of the vessel to establish patency,

A delivery system, as shown in Figure 1, comprised of an inner tubing assembly that contains the guidewdre lumen, a stent defivery shaath
(2) and 2 systarn stability sheath (3}, which are iinked together by means of a handle (4). The guidewire luman terminatas distally in an
atraumatic catheter tip (5) and originates proximally in & luer hub ¢) designed to accept a compatible guidewire. The seff-expanding stent
(1) is constrained in the space between the guidewire lumen and stent delivery sheath. Unintended stent movement during sheath retraction
is restricted by the defivery system. The steat delivery sheath has a radiopaque zone (9) at its distal end. The stent delivery system has a
second radiepague zone (73 proximal to the stent. Prior to deployment the shipping lock (8) must be removed and discarded.

Refer to “Stent Deployment Procedure, Section 4. Deploy Stent™ for directions on deploying the stent with the:

» Thymbwheel (10}
« Fast Track Deployment Lever {11)

Figure 2. LreSrenT XL Vascular Stent

o
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B. indication for Use

The LieSrenr® XL Vascular Stent System is intended to imprave luminal diameter in the treatment of symptamatic de-nowe or restenotic
lesions up to 240 mm in length in the native superficial femoral artery (SFA) and proximal popliteal artery with reference vesse! diameters
ranging from 4.0-6.5 mm,

C. Contraindications

The LFESTENT® XL Vascular Stent Systern is contraindicated for use in:

= Patients with a kngwn hypersensitivity to nitinol {nickel, ttanium, and tantalum.

+ Patients who cannot receive recommended anti-platelet and/or anti-coagulation therapy.

= Patients who are judged to have a lesion that prevents complete inflation of an angioplasty balloon or proper placement of the steet or
stent defivery system.

D. Wamings

+ DO KOT 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 label should be grey and must be clearty visible on the pouch.

¢ The LFESTENT® XL Vascular Stent Sysiem is supplied sterile and is intended for single use onty. DO NOT resterilize and/or reuse the device,

» DO NQT use if pouch is opened or damaged.

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

» Persens with allergic reactions 1o nickel titanium {nitinol) alloy may suffer an aflergic response to this implant.

« DO NOT usge with EThiopol™ of Lipiodol contrast media.

* D0 NOT expose the delivery system to organic solvents (e.g., alcohol).

= The stent Is not designed for repesitioning or recapturing.

= Sienting acress a major branch could cause difficulties during future dizgnostic or therapeutic procedures.

= If muttiple stents are placed in an overfapping fashion, they should be of simitar compaosition (i.e., niting!).

= The long-term outcomes following repeat dilatation of endothelialized stents are unknown.

E. Precautions

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

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

Recrassing a partially or fully deployed sient with adjunct devices must be performed with caution.

Prior to stent deployment, remove slack from the delivery system catheter outside the patient.

K excessive force is felt during stent deployment, da not force the delivery system. Remove the delivery system and repiace with a new
unit.

Store in a ceol, dark, dry place.

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

= Cases of fracture have been reported in clinicat use of the LireSTen® Vascular Stent. Gases of stent fracture occurred in lesions that were
moderate to severely calcified, proximal or distal to an 2rea of stent overlap and in cases where stents experienced »10% elongation at
deployment. Therefore, care should be taken when deploying the stent as manipulation of the defivery system may, in rare instances, lead
to stert elongation and subsequent stent fracture, The long-term clinical implications of these stent fractures have not yet been
established (see section J}.

F. MRI Conditions

Conditions for All Stents

Nen-clinical testing has demonstrated that the LreStent® Vascular Stent is MR Conditional. It can be scanned safely under the following
conditions:

« Etatic magnetic fietd of 1.5-Tesla or 3-Tesla.

= Spatial gradient field of 1000 Gauss/cm or less,

+  Maximum whole-body-averaged specific absorption rate (SAR) of 1 Wikg for 15 minutes of scanning, For landmarks superior of the
umbillcus, a whole body SAR up to 2 Wkg may be applied.

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

——
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3.0 Testa Temparature Rise

in an analysis based on non-clinical testing and computer modeting of a patient, the 80 mm fength UreStenr® Stent was determined to
produce a patential worst-case temperature rise of 3.2°C for 2 whote 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 landmark in the legs. Temperature rises can be twice as high at a whole body
averaged SAR of 2W/kg for landmarks below the umbilicus. Temperature rises were reduced for landmarks above the umbilicus. Temperature
fises of stents were measured in a nen-clinical configuration using a GE Signa HDX Whole Body active shield MR scanner using software
version 14/1X/MR and a phantom designed to simuate human tissue. The phantom average SAR calculated using calorimetry was 2.8 Wikg.
When the stent was placed in a worst-case o¢ation within the phantom, the maximal lemperature rise was 1.9°C when the local SAR was
scaled to 2 Wikg.

1.5 Tesla Temperature Risa

In an analysis based on non-clinical testing and computer madeling of a patient, the 170 mm length LFreSTent® XL Stent was determined to
produce a potential warst-case temperature rise of 3.9°C for a whole body averaged specific absorption rate (SAR) of 1 W/kg far 15 minutes
of MR scanning in a 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 SAR of 2 Wkg for landmarks below the umbilicus, Temperature rises were reduced for landmarks above the umbilicus. Temperature
rises of stents were measured in a non-clinical configuration using & GE Signa whole body coil and a phantom designed fo simulats hurnan
tissue. The phantom average SAR calculated using calorimetry was 2.2 Wikg. When the stent was placed in @ worst-case location within the
phantom, the maximal temperature rige was 3.5°C when the local SAR was scaled 1o 2 Wikg.

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
LireSTenT* Vascular stent has not been evaluated in MR systems other than 1.5 or 3.0 Tesla. The heating effect in the MRI environment for
overlapped or fractured stents is not known,

G. Overview of Clinical Studies

Two ingependent clinical studies and a retrospective analysis suppart the safety and effectiveness of the LeeSenr® Vascular Stent Systems.

The RESILIENT pivotal trial was a prospective, randomized, mutti-center study designed o compare the safety and effectiveness of the
LireSrenT® Vascular Stent System to PTA in the treatment of symplomatic vascular disease of the superficial femoral artery (SFA) and proximal
popliteal artery, 206 subjects were randomized in a 2:1 fashion between the test and control arm 2t 22 1.5, and 2 Eurgpean centers. bn total,
134 subjects were randomized 1o the test arm (treatment with the LiFeStent® Vascular Stent System) and 72 subjects were randomized 1o the
control anm (treatment with stand alane balloon angioplasty). The primary safety endpoint was 30-day mortatity and the primary effectiveness
endpoint was the G-montt ra-intervention rate, 30-day data is available for 96.1% (198/206) of the randomized subjects and 6-morith
effectiveness data is avallable for 83.8% (184/205) of the randomized subjects. All subjects were followed for a total of three years following
the index procedure,

The E-TAGIUSS supporting trial was a prospective, non-randomized, multi-center study designed to assess the acute deliverability of the
LreSTENT® and LIFESTENT® XL Vascular Stent Systems. 37 subjects were treated in 7 European centers. The primary safety endpoint wag 30-
day movtality and the primary effectiveness endpoint was the assessment of stent length following deployment. 30-day mortality data i
available for 91.9% (34/37) of the treated subjects and deployed stent length data is availabla for 46 deployed stents. Al subjects were
followed for 30 days following the index procedure.

Furthermore, 8 refrospective analysis of the performance of the LIFESTENT® Vascular Stent Systems for long segment lesions was also
undertzken, 285 subjects were included in the analysis in which 46 lesions had lengths = 160 mm. The primary endpoiats of this analysis
were acute safety {freedom from death, amputation or TVR) at 30-days, leng-term safety {freedom from death or amputation) at 12 months
in patients with total lesion lengths = 160 mm and effectiveness (freedom from TVR) at 12 months in lesions of length 50 mm, 100 mm, 160 mm,
200 mm and 240 mm.

H. Adversa Events

a  Observed Adverse Events

The following adverse events were documented during the course of the RESILIENT trial (N=226).

——
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RESALENT Trial Adverss Evert Summary
RESLIENT fandomized RESILIENT Feashillity
LreSTaN® (N=134) PTA (N=72) LreSmm® N=20)
Event % (M piz} [N eventz] % (N pix) [N ovents] % (H pts) [N evenis]
In-Hospitzl Events
Major Adversa Events 0 {0/134) [0] 0072 [0) 0 {020} {0)
Death 0 (0v134) [0] 9 (072} [0) 0 {v20) 0]
Myocardial Infarctign 0(0/134) [0] 0 {0/72) [0] 0 {/20) [0)
Target Limb Loss / Amputation 0 (0/134) [0] 0.{072 [0) 0 {0/20) [0]
TVR 0 {0/134) [] 41.7 (30/72) [31] 5.0 (1/20) [1]
TLA 0 {0/134) [0] 41,7 {30/73) [30) 0 {0/20) [0)
Nen-TLR 0 {0/134) [0] 1.4 {1770 1] 5.0 {1/20) {1}
Stroke/CVA 0 {0/134) [0] 0 {0/72) [0] @ (0/20) [0]
Distal Embolization 0 (0/134) [0) 0. (0724 [0) 0 {0/20) [0]
Access Site Bleeding / Hematoma 0.7 (1/134) [1] 0(0/72} [0] 540 {1/20) [1]
Blood Loss requiring Transfusien 1.5 (2134) [2} 1.4.(172) 1] 4 {©/20) [0]
Vessel Perforation 0 {0/134) [0] 0 (0/72} [0] 0 (0/20) [0]
Vesse) Aneurysm 0{0/134} [0] 0 (0/72} [0] 0 (0420} [0]
Vessel Pseudo-Aneurysm 0{0/134} [0] 1.4 (1772} [1] 5.0 {1/20) [1]
Vessel Dissection 4.5 (6/134) [6] 20.8 (15/72) [16] 5.0 (17200 [1]
Thrombosis 0 (0/134) [0] 0 (0/72) [0] 0 {0420} [0]
Events at 30-Days
Major Adversa Events 0 (0/134) [0) 0 (0/72} [0) 4 (0/20) [0]
Death D {0/134) [0] 0 (0772} [0) 4 (0/20) [0]
Myocardial Infarction 0 (0/134) [0] 0 (072 [0] 0 {0/20} [0]
Targat Limb Loss / Amputation 0 (0/134) [0) 0{0/72) [0] 0 (0/20) [0}
VA 0.7 (1/134) [2] 41.7 (30/72) [31] 5.0 {1/20) {1}
TLR 0.7 (1/134) [1] 41.7 (3072 [30] 0 {0/20) [0)
Nen-TLR 0.7 (1134} [1] 1.4 (1772} 1] 5.0 {1720) [1]
Stroka/CVA 0 (0/134} [0 0 {0/72) [0] 0 {0/20} [0]
Distal Embolization 0 {0/134) [0] 1.4 (1172} [1] Q {0420} [0]
Access Sits Blesding / Hematoma 0.7 (1134 [1] 1.4 172 [1] 5.0 {1/20) {1]
Blood Loss fequiring Transtusion 1.5 (2134 [2] 2.8 (272 [2) 0 {0/20) [0]
Vessel Perforation 0 {0/134) [0] 0 (0/72} [0] 0 {0/20) [0]
Vessel Aneurysm 0 (04134} [0] 0 {0/72} [0) a (0/20) [0]
Vessel Pseude-Aneurysm 0 {0/134) [0] 1.4 (1772) 1] 5.0 (1/20) {1]
Vassal Disgection 4.5 (6/134) [6] 20.8 (15/72) [18] 5.0 {1/20) [1]
Throenbesis {24 Hrs - 30 Days Qniy) 0 (04134 [0] 0 (0/72) [0} 0 (0/20) {0]
[Events &t 12-Morths
Majar Adversa Events 8.2 (11/134) [13] 6.9 (5/72) [6] 5.0 {1/20) (1]
Death 3.7 (5/134) [} 2.8 (2172 [2] 4 (0/20} [0]
Myocardial Infarction 4.5 (6/134) [8] 1.4 {1772y 1] 5.0 {1/20){1]
Target Limb Loss / Amputation 0 {0/134) [0] 4.2 374 (3] 0 {B/20) [0]
TVR 16.4 (22/134) [28] 54.2 {39/72) [54] 15.0 {3720} {3]
LA 11.9 (16/134) [18) 54.7 {39/72) [46} 10.0 {2/20) [2]
Non-TLR 8.2 (11/134) [12} 8,3 (6/72) [g] 5.0 (/200 [1)
Stroka/CUA 0 {0/134) [0] 0 (0/72) [0 0 [0/20) [0}
Vessel Aneurysm 0 (0/134) [0] 0 {072 [0] 0 {0/20) 0]
Vessel Pseudo-Anaurysm 0 (0/134) [0} G {072 [0] 0 {0/20) [0]
Late Thrombosis {>30 Days Only) 0 (0/134) [0} 6 {72 (0] 0 {0/20) [0]

——
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RESILIENT Trial Adverse Evert Summary
RESLIENT Randotnized RESIIENT Feasibifiity
LreSTonT (=134) PTA N=T2) LrStan® (N=20)
% (N pte) % (N pts) % (N pty)
Event [N aventts) [N aventz) [N avents]
Events at 24-Months
Major Adverse Events 13.4 (18/134) [23} T30 @72 [11] S0 017200 [1]
Death 7.5 (104134} (10} 5.6 (4/72) [4) 0 (0720 [0)
Myocardial Infarction 6.0 (81134} [11] 5.6 (4/72) [4] 3.0 (1720 [1]
_Largct Limb Less / Amputation 1.5 (2/134) ﬁ 423713 0 (UIZO]_[D]
TVR 25.4 (34/134) La} 53.3 (42.'7_2&5_9J 15.0 {3/20) li]
TLA 20.1 (27/134) [30} 56.9 (41/72) [53] 10.0 (2/20) [3]
Non-TLR 12,7 (17/134) [18} 15,3 (11/72) [16] 5.0 (1/20) [1]
Stroke/CVA 0.7 (1/134) [1] 0(072) [ 0 (0/20} {0
Vessel Aneurysm 0 (04134} [0] 0(0/72) [0] 0 (0/20) [0
Vessel Pseuda-Aneurysm 0 (07134} [0] 0 (0772) [0) 0 (0/20) 0]
Late Thrombasis (»30 Days Only} 0 (0134} [0] 0{0/72) [0 0 (0/20) [0]
Latest Data Avalzhle 36-Moniths 3B-Montha M-Months
Major Adverse Events 18.7 (21/134) [27] 1.1 Bfﬁ) 12] 10.0 {2/20 [2-]
Death 9.0 (12/134) [13] 5.8 (5/72) [5 0 {0/20) [0]
Myotardial Infarction 7.5 (10/134) [13] 5.6 (4772) [4 10.0 (2/20) [2]
Target Limb Loss / Amputation 7.5 (2/134) (21 4.2 (374 [3 0 (07201 [0]
TVR 28.4 (38/134) [57) 8.3 {427 [N 15.0 (20) (4]
TLR 21.6 {20/134) [35] 56.8 {41772 [54 10.0 {2/20) [3]
Non-TLR 15.7 {214134) [22] 6.7 (12772) [17] 5.0 {1/20) {1]
Stroke/CVA 1.5 {2/134) [ 0 (0/72) [0 [1] (WZL)E]
Vessel Aneurysm 0 {07124} [0} 0 {0472} [0 0 (0720} [0]
Vesse! Pseudo-Aneurysm 0 (a1 34)‘[['} [] (0.’7_2') 0] 0 (0/20) [O
Late Thrembosis (»30 Days Only) 0 {0/134) [C] 0 (0772} [0 0 (0/20) [0
Tha following adverse events were documented during the couese of the E-TAGIUSS trial (N=37).
E-TAGIUSS Trial Adversa Event Summary
Evert fn-Hospital 30 Day
Major Adverse Event 0% (0/37) 0% (04/37)
Death 0% (IV37) 0% (0//37)
Myocardial nfarction 0% (0/37) 0% (0/437)
Target Limb Loss 2.7% (1137) 2.7% (1737
Target Lesion Revascularization (TLR) 0% {0/37) 0% (0//37)
Stent Thrombaosis 0% (1/37) 0% (0/37)
Distal Embolizabon 2.7% (1139 2.7% (1137
Access Sita Bleading 7% (1137 2.7% (1/37y
Non-Access Site Bleeding 0% {0/37) 0% (0/37)
Vessel Parforation 0% {0/37) 0% (0//37)
\ipssal Aneurysm 0% {0737 0% (0/37)
Vessel Pseudo-Aneurysm 0% (0537 0% (04737}
Vessel Disseclion 0% (0/37 0% (0137}

b. Potential Adverss Events

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

» Alergic/anaphylactoid reaction
= Amputation

* Aneurysm

= Angina/coronary ischemia

-

Artesial occlusion/thrombus, near the puncture site

4
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Arterial occlusion/thrombus, remate from puncture site
Arterial occlusion/restenosis of the treated vessel
Arteriovenous fistula

Arthythmia

By-pass Surgery

Death related to procedure

Death unrelated to procedure

Embolization, arterial

Embolization, stent

Fever

Hemorrhagebeeding requiring a blood transfusion
Hematoma bleed, remote site

Hematoma bleed at needie, device path: noavascular procedure
Hematorna teed, punclure site: vascular procadure
Hypotensiowhypertension :
Incaerect positioning of the stent reguiring further stenting or surgery
Intimal injury/dissection

Ischemiainfarction of tissue/organ

Liver failure

Local infection

Malposition (failure to deliver the stent to the intanded site}
Open surgical repair

Pain

Pancreatitis

Pulmonary embolism/edema

Pneumothorax

Pseudoaneurysm

Renal failure

Respiratory arrest

Restenosis '

Septicernia/bacteremia

Stent Fragture

Stent Migration

Stroke

Vasospasm

Venous octlusion/thrombosis, remote from puncture site
Venous occlusion/thrombosis, near the puneture site

. Clinical Studies
a  RESILIENT FEASIBLITY STUDY

The RESILIENT study included a feasibility study to assess the safety of the LseSTenT® 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 safety and
effectiveness of the LireSTenT Vascular Stent System,

b.  RESIUENT RANDOMIZED STUDY

ign
The RESILIENT trial was a prospective, mukti-center, randomnized clinical investigation to evaluate the superiority of the LireStean® Vascular
Stent System compared to PTA in the freztment of symptomatic vascular disease of the SFA and/or proximal popliteal artery. A total of 206
subjects were traated at 22 US and 2 European investigative sites. Each site not participating in the feasibility study was required to perform

one roll-in case. A total of 20 roll-in eases were performed and 206 randomized cases were performed. Seventy-two (72) subjects were
randomnized 1o the PTA arm and 134 subjects were randomized to freatment with the LireSTenT® Vascular Stent System,

Subijects eligibde to be envolled in this study had stenotic o eccluded lesions of the SFA and/or proximal popliteal artery and suffered from estyle
limiting claudication (Rutherford Category 1 = 3). Lesions could be efther de nove or restenatic. Subjects with previously stentsd lesions or target
fimby vascilar by-pass were excluded. Reference vessel diameter (RVD) of the treated subjects was 1o be 4.0 — 6.5 mm in diameter and the
collective length of the treated segment was to be less than 150 mm. Subjects underwent angiographic analysis of the lesion prior 1a and
immediataly following treatrnent. Subjects were followed a1 30 days, 6 months and annuzlly thereafter with follow-up planned out to 36-months.
Office visits were coupled with duplex Uitrasound assessments of the treated segments. X-ray evaluation of the stented lesions was also performed.
The RESILIENT trial utilized a Frequentist approach with its statistical plan, The primary objectives were to show the following:

6
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* that the probability of the cccurrence of Target Lesion Revascularization (TLR) or Target Vesse! Revasculanization {TVR) at 6-months post-
procedure for the subjects treated with LireStent” NT (test arm) was significantly lower than {ard therefore superior to) that for the subjests
treated with PTA-alone {cortirod am); and,

= that the death rates at 30-flays post-procesdure were not slgnificantly different between the tast arm and the control arm.

Continuols variables were compared using an independent samples t-test. Dichotomous varlables were compared using Fsher's exact test.
Ordinal variables were compared using a Chi-square test. Time to event was compared using a bog-rank test, Inferval censored data were
analyzed using the Kaplan-Meier method as the primary analysis. A sensitivity analysis for interval censored data was performed using the
Weibult distribution. Effectiveness endpaints were analyzed as one-sided tests, Safety endpoints were analyzed as two-sided tests.

The results were evaluated using an Intent-to-Treat {TTT) analysis. In particular, control subjects requiring stent placement to salvage a failed
angioptasty remained in the cohort to which they were randomized.

Demograghics
Characteristics of the subjects enrolled in the study including age, gender, medical history as well as lesion characteristics are provided in
the tables below.
RESILENT Tria Subject Demographice
Varkble Catogory Test Cortrol
Age at Procedure (¥rs) N, Mean = 5D 134,684 = 0.9 72,661 = 8.2
Female 2.1 (38/134) 33.3 (242
Bandes, % (1) Male 70.8 (95/134) 66.7 (4B/72)
African American 80 (2134) 9.7 (172
Racs, % (V/N) Caucasian 95,6 (120/134) B4.7 (51/72)
Other 1.5 (2134 5.6 4173)
Hypertension, % (M) 816 (112139 94.4 (GB/72)
Hyperchalesteroiemia, % ) 780 (107/134) 76.4 (55/72)
[ Diabetes, % (WN) 31 (511134 30.0 (2817)
Smoking, % (/N) 72.4 (37134) B3.3 (B0/72)
Toronary Artery Discase, % (VN) 56.0 (75/134) 54.2 3972)
Myocardial Infarction, % {rN] 20,1 (277134) 6.4 (1872)
Tass 1 . 3.0 (4134) 6.9 (3/72)
) Class 2 35.8 (48/134) .7 Qo
Torget Limb Rutherford Category, % (N Class 3 61.2 82/134) 50.0 (36/72)
Uass 5 1A
Target Litb ABI [mm fig) N, Mean = 50 124, 0.71 = 0.18 67, 072 0.19
Tostrakateral Limb ABI (mm Hg) N, Mean = 5D 120, 0.88 = G.21 &, 0.84 = 0.21
RESILIENT Triai Lesion (haracteristics
Varishle Category - Toxt Control
Number of Lasions, % (M) 1 Lasianis] 85.4 {115/134) 875 (6372)
2 Lesions) 14.2 {19/134) 12.5 (978)
Target Side. % (VN] et 417 (73153 54,3 (44/81)
Right 523 (0V153) 5.7 (37/81)
Provimal 173 of SFA 13.1 {20153 14.8 (12/81)
(aslon Locaion, % () Middie 113 of SFA 32.0 491153) 3.3 (3181}
Distal 1/3 of SFA 50.3 {77/153) 45.7 (37/81)
Proximal Popliteal 4.6 (71153) 1.2 01/81)
De Novo/Stenosed 80.4 (1234153} 79.0 (54/B1)
Lesion Ctasséication, % (n/N) Qcchusion 17.0 (26/153) 185 {15/81)
Restenosed 26 (4/153) 2.5 (2/81)
Target Vessel RVD {mm) N, Mean = S0 153, 5.2 +08 81, 5.2+09
Lesion % Diamater Stenosis N, Mean = SO 153, 86.3 = 12.5 80,879  11.6
Lesion Length (mm) N, Mean = SD 153, 61.3 = 42.4 #1,57.0 = 37.0
7
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Methgds ’

Subjects underwent either PTA or PTA plus LireSTent® Vascular Stent System placement in the: target lesion(s). In cases where the PTA pnly
resutt was sub-optimal, stent placement was performed. This cccurred in 40% {29/72) of the subjects that were randomized to the PTA-only
treatment arm. Post procedure medication was suggested as aspirin for 6 months and clopidogrel for 12 weeks.

All data were collected on case report forms at investigative sites. Adverse events were adjudicated by the clinical events committee and the
data safety monitring board routinely reviewed the study oulcomes to ensure that the tenefits of continuing the study outweighed any
potential risks. Independent core laboratories were utilized to analyze angiographic, x-ray and duplex imaging.

Besults

As shown in the principal Safety and Effectiveness table (Section J) the LireSTent” Vascular Stent System demonsirated a significantly higher
freedom from intervention rate (freedom from TVR/TLR) at 6 months {LiFeStenT" 94.6%; control 52.6%), 12 months (LFeSTenT B2.7%; control
45.2% ), 24 months (LFESTENT' 70.5%; control 40.1%, and 36 manths (LFESTeNT” 68.1%; control 40.1%) than the PTA contral group (p < 0.0001).
Additionally, a5 expected, there was no difference in the 30-day mortality rate between the two study amns.

¢ E-TAGRISS CONFIRMATORY STUDY

Design

The E-TAGIUSS trial was a prospective, multi-center, confirmatory clinical investigation 1o evaluate the LFeStent® and LreSrenr® XL Vascular
Stent Systems in the treatment of symptomatic vasgular disease of the SFA and proximal popliteal artery. A total of 37 subjects wers treated
at 7 European investigative sites.

Subjects eligible to be encelled in this study had to demonstrate Trans-Atlantic Inter-Society Consensus (TASC) A, B or C lesions. Reference
vessel diameter (RVD) of the treated subjects was 10 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 lesion prior to and immediately following treatment. Subjects were
followed at 30 days with an offige visit.

Demographics
Characteristics of the subjects enrofled in the study including 2ge, gender, medical history as well as lesion characteristics are provided in
the tables below.

E-TAGLISS Trial Subject Demographics
Yariable Category Totad
Age it Procedure: (Yrs) Mean = 50 () 3, Na1z28
Gender, % () Female 29.7 (11437
Male 70.3 {26/37)
Ci i 97.3 {36/30
Race, % (s Qther 27 {1137
Hypertension, % (M) 83.8 (31730
Hypercholesterolemia, % {n/N) 56.8 {21737}
Smoking, % (n/N) 48.6 [18/37)
Coronary Artery Disease, % {n/N) 32.4 (1230
Dizbetss, % (M) 24.3 {9137
Myacardial Infarction, % (n/N) 13.5 [(5/37)
Class ¥ 5.4 (237)
Class 2 35.1 (13437)
Target Limb Rutharford Category, % v} Class 3 . 45.9 17137
(lass 4 5.4 (230
(lass 5 8.1 (33N
Target Limb ABI {mm Hg) Mean = SD (N} 35 06+0.2
Contralatecal Lirh ABI {m Ho) Mean + 5D ) 31,0902
B
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E-TAGLISS Trtal Lesion Chamctaristics
Variabis Tategory Totl
Number of Lesians, % (/M) 1 86.5 (32/37)
2 13.5 (5/37)
] Left 47.6 (20/43)
Target Side, % (M) i 524 2
Popliteal 2.4 (142
Lesion Location, % (wN) SFA 95.2 {40/42)
SFA & Popliteal 24 (1147
Occlusion 429 {18/42)
Lesion Classification, % {wh) Reoccluded 7.1 (3/42)
Restanosed 24 [1147)
Stenosed 47.6 (20/42)
TASC A 45.9 (17/47)
Lesion Severity/TASC Grade, % (N) TASC B 24.3 (/37
TASC C 20.7 (11/37)
Target Vessel RVD {mm) N, Mean + SD 42,5308
Lesion % Diameter Stencsis N, Maan + SD 42,80.3 + 15.1
Lesien Length (mm) N, Mean + SD 42,89.2 > 69.8

Methods
Subjects underwent PTA plus LFeSTent® and/or LIFESTENT® XL Vascular Stent placement in the target lesion(s). Post procedure medication was
suggested as aspirin and clopidogrel for 8 minimurn of 30 days.

Al data were collected on case report jorms at investigative sites. Adverse events were adjudicated by the dinical events committee and the
data safety monitoring board reviewed the shudy outcomes. independent core laboratories were wtitized to analyze angtographic data.

Rasults

As shown in the principal Safety and Effectiveness table (Section J) the LireSTens® and LmeStent* X1 Vascular Stent Systems were able to
accurately deploy the stent and demonstrated minimal length change {deployment success 100.0%). Additionally, the acute safety and
effectveness measures demonstrated positive resutts. )

d. WWMWVWMWhhdeMU&M.Lﬂm

Design

This study consisted of a past-hoc analysis of four sources of data: (1) 2 pivatal IDE clinical trial (RESILIENT: IDE 6040023; “AESILIENT™, (2)
a multi-center, non-randomized, cbservational study conducted in Europe (“ELODIE 1), {3} the routine clinical practice of a United States (U.S.)
physician {“US Serles", ang {4) the routine clinical practice of a Eurcpean Union (EU) physician (“EU Serles”. In total, two-hundred-eighty-
five (285) patients with one or more implanted LireSTEnT® devices were identified and included in the analysis. There were a total of 45 lesion
segments in this analysis with lesion lengths beyond 160 mm.

Demographics
Characteristics of the subjects and lesions aralyzed are provided in the tables below,

MY
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Demaographics: Retrospective Analysis of LIFESTENT® Vascular Stent Systems in the Treatment of Long-Segment Lesions

Chancteristic RESIUENT ELODE | US Serles Ell Saries TOTAL
Age at Procedure {years)
N reported 198 n 66 10 285
Mean 68.4 mns 726 739 69.7
St Dev 0.2 3.63 104 5.53 103
Range 20.7 -~ 88.2 53.9 - 85.6 36.3 - 86.B 83.9 - 83.1 20.7-96.8
Gendey (% male) 69.2 455 606 4.4 B5.5
N reported* 198 1 66 9 284
Raca (% Caucasian) 88.9 100 713 100 86.6
N reparied 198 3 66 10 2n
Hypertznsion (%) 85.4 7.7 843 100 85.3
N reported 108 11 &6 10 285
Hypercholesterclemia (%) 80.3 54.6 75.8 80.0 78.3
N reporied 198 11 L] 10 285
Stmoking {%) 25.4 364 60.6 0.0 333
N reported 198 11 66 10 285
CAD (3%} 56.6 73 576 30.0 54.7
N reported 198 h &6 10 285
DM %) 389 0.00 50.0 30.0 387
N reporied 188 L1 &6 10 285
Rutherford Category of Target Limb
N reported 198 n NR 10 218
Class 1 {%) 35 0 0 32
Class 2 {%) 40.4 455 10.0 39.3
Class 3 (%) 56.1 354 60.0 553
Class 4 (%) 0.0 /] 0 o
Class 5 {%) 0.0 18.2 30.0 23
Indication of Target Limb
N reported 108 n hl 10 280
Claudication (%) 100 90.9 49.3 70.0 #6.6
Critical Limb lschamia (%) 0 9.1 50.7 30.0 13.4
ABl of Target Limb
N reported 183 NR 51 10 244

Mean 072 061 0.41 0.69

St Dev 0.20 0.2 0.18 0.22

Range 0.24 - 1.45 0-1.34 0.1 - 0.67 0-145

* One patient did not repart gender
NR- Nt Reparted
0
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Leslon and Stent Characteristics
Chamctaristic RESIUENT ELODIE | LS Saries Bl Sarles TOTAL
N Patients 193 1 66 10 285
N Troated Limbs 198 11 72 10 281
N Treated Lesions 212 16 e 10 310
Indidual Lesion Length
N reported 212 16 12 0 310
Mean (mmj) 66.0 108.3 152.8 2140 931
St Dev Langth 357 - 447 104.5 108.6 751
Mean N per Limb 1.1 1.5 1.1 1.0 1.1
Pescent Stendsis {max per fimb):
N reported 198 n 0 10 219
Mean B7.8 92.7 96.0 88.5
St Dev 113 9.05 6.99 1.2
Rarge 50-100 80 - 100 80 -100 50-100
N Total Lesion Lengths:
<50 mm 62 1 9 0 72
50 - <100 mm 93 o 19 o 112
100 — <160 mm 3 3 15 3 61
160 — <200 mm 5 1 3 4 13
204 — 240 mm 1 2 8 0 1
x 240 mm 0 1 18 k) 22
Tota Lesion Lengths:
N 198 M 12 10 291
Mean 70.6 1582 152.6 214 88.15
St Dev 317 578 104.5 109.6 773
Range 10 - 202 30 - 240 16 - 360 140 - 500 10 - 500
N Yotal Stented Lengths:
< 60 mm 40 ] NR b 40
60~ <110mm n 0 NR o il
110-< 170 mm 73 1 NR 1 75
170 — < 210 mm 7 7 NR 1 19
210 — <« 250 mm 5 0 NR 1 &
= 250 mm 2 3 NR 3 8
Totaf Stent Lengths:
N 198 n NR 10 219
Mean 104.5 2045 244 4 115.9
St Dev 554 53.2 1251 69.4
Range 30 - 340 160 - 280 160 - 574 30- 574
TASC Classification
N Grade A (%) 1{0.1%) 23 (30.0%) 24 (34.3%)
N Grade B (%) MR 3 {27.3%) 11(18.6 %) NR 14 (20.0%)
N Grade C (%) 7 {63.6%) 6 {10.2%} 13 (18.6%)
N Grade D {%) 0 {0%) 19 {32.2%} 19 (27.1%)
Total 11 59 70

* For lesion charagteristics, core lab data were used when available; the site reported data were used otherwise. Five (5) patients did not have

lesion characteristics reported by the core izb

NR- Hot Reporied
Methods

Subjects received at least one commercially available LireSTENT® stent - in the case of those subjects enrolled in the RESILIENT study (IDE -
040023}, they received the davice as described in G040023, which were identical to the current commercially available LFESTENT® device.
Specificalty, the following analyses were undertaken:

s Estimating the patency (defined in this analysis as freedom from TVR) at 12-months post-procedure of lesions of length; 50 mm, 100 mm,
160 mm, and 240 mm {lang-term effectiveness)

= Comparing the acute safety performance of the LreSTent® device at 30-days post-procedure o the Viva OPC, and,

« Estimating the freedom from death and amputation at 12-months past-procedure in patients with lang lesions treated with the breStenr*

"
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device by calculating the observed rates in this study {long-terrn safety).

Data for this retrospective analysis were compiled 'as received' from their respective sources,

Resulty

The rate of freedom from death, amputation, and TVR, at 30 days post-procedure was 99.6% for the combined performance of the LreStent and
LreSTeNT XL Vascutar Stent Systems, and 88% for the VIVA OPC, Furthermare, long-term safety was shown to have a dlinically acceptable freedom
from death and amputation rate through 12-months (84.5%). Moreover, effectiveness was evaluated through estimation of patency at 12 months
past-procedure for lesion lengths of 50 mm, 100 mm, 160 mm, 200 mm and 240 mm via the lesion-length madel. The patency at 12 montha for
lesions greater than 160 mm in length is 67%.

J. Principal Safety and Effectivanass Tables

4 RESIUENT RANDOMIZED STUDY

RESLIENT Pricipal Bafedy ard Effactivesu Tubls

Vuiia Tos Sontri prusive
MACE at 30 Days, % (/) .0 (0/134) T4 (172 s’
Fresdom from MACE at 6 Months, % 83.9 92.8 ns’
Freedom from MACE at 12 Months, % 86,6 85.1 ns*
Freedom from MACE at 24 Months, % 80.5 79.7 ns*
Freedom from MACE at 36 Months, % 75.2 75.2 ns*
Lesion Success, % (N} 95.8 (1141118} 83.8 (52/62) 0.009
Hemacdynamic Success, % (Wl 71,2 Y111} 59.6 {31/52) n
Procedure Success, % () 5.8 (1147118} 83.9 (5262) 0.008
Clinical Success at 6 Months, % {n/N) 82.2 {57/118) 30.9 {21/68) <0.0001
Primary Patsncy at 6 Manths, % 84.2 47.4 <0.0001
Secondary Patency at 6 Manths, % 100.0 98.3 ns*
Freedom From TYR/TLR at 6 Months, % 94.5 52.6 <0.0001
Clinical Success at 12Manths, % (M) 72.3 31118 31.8 {21/66) <0.0001
Primary Patency at 12 Months, % 81.5 36.7 <0.0001
Seconcary Patency at 12 Months, % 1000 98.3 ns*
Freedom From TVR/TLR at 12 Months, % §2.7 45,2 20,0001
Clinical Success at 24 months, % (M) 68.6 (70/102) 25.4 (16/63) <0.0001
Fretdom From TVR/TLR at 24 months, % 70.5 40.3 <0.0001
Clinical Success at 36 months, % VM) 63.2 {60/95) 17.9 {10/56) <0.0001
Freedom From TVR/TLR at 36 months, % §6.1 401 0.0002

ns* - not significant

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

Major adverse clinical events* (MACE): Any event of death (through 30-days), stroke, myocardial infarction, significant distal embalization,
emergent surgical revascularization of target limb, thrombosis, and/or worsening Rutherford category post procedure at the Indicated time
point.

Lesion Success*; Attainment of < 30% residual stencsis of the target lesion using any percutaneous method and/or non-investigational
device.

Hemodynamic Success*: Angiographic evidense of improved flow across the treated area immediately post-procedure. ABl improved from
baseline by > 0.10 and not deteriprated by » 0.15.

Progedure Success”; Attainment of < 30% residual stenosis of the target lesion and no in-hospital serious adverse events defined as: death,
stroke, myocardial infarction, gent surgical r larization, significant distal embolization in the target limb, and thrombosis of the
target vessel.

Clinical Success®; Relief or improvemant of baseline symptoms by Rutherford categories/grades for acuts or chronic limb ischemia and the
“definition of impravement”. Improvement must be sustained by one clinical category above the pre-treatment clinical value.

Primary Patency*: The continued flow through the target lesion as evidenced by DUS or angiogram without further/repeat intervention over
fime.

Secondary Patency*: The patency history for the target lesion that is sustained or restored (with repeated intervention) over time.
12
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Ri: Any “clinicafly-driven™ repeat percutaneous intervention of the

target Iesmn or hypass surgery of the targel vessel lfa uontrol sutuem rqmres a stent peri-procedurally dua to a bailout procedure, it will
be consigered a ELA/TVR for the contral group,

Survival Analysls — Fresdom from MACE (at 38 months)

Time Uetll MAGE

100
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0.65
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I Evert

— Test MACE - Cortrol- MACE |
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2 » 24 30 36
Morths from . Procedure

Event Free Evert fatn P-Value*

Test (LFESTENT®)

75.2% 24.8% 0.88

Cantrol fallcon angioplasty)

75.2% 24.8%

data,

*p-value i3 from Log-rank tast on ali
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Survhl Anatysis — Freedom trom Loss of Primary Patency {at 12 months}
Time Untll Loss of Primary Patency

MO o

02
oo -ssenv Contiol Logs:of. Primary” Patendy” |

or 1 2. W@ ‘4 B 6 T 8 @ ‘O @m ©
Mortfis:from Procedure

Logs of Primary Petency Event Frsa Evant Rate P-Valua*
Test { LreSTenT®) 81.5% 18.5% <0.0001
Control {balloon angioplasty) 36.7% 63.3% -
*p-value i from {.og-rank lest on all available data.

Stant Fracture Analysis

In nt Anafysis

As pre-specified in the RESILIENT protocal, A-P and lateral x-rays were taken at 6-, 12-, and 18-months post-procadure and analyzed by an
independent core tab_ X-rays on 291 stents were available for analysis from all phases of the RESILIENT tria). Fractures were classified as
follows:

[ Classifloation Type

1
2
3

ﬁﬁle-sbut Tracture only

Mulliple: singlo-stent fractures occuring a1 AHerent sites

Wiple stent frachires resuring in compiets ransverse inear Tacire DUL without Stent dispracement
4 ‘Completa fransversa linear ‘racture With stent displacement

Tasod on Alls, &%, al, Endovascular Taday 200%; JURVAURUST, 22-94,"

* Please note that the fracture analysis in the RESILIENT Study was conducted by an independent cors Jaboratory using the classification
systam described by Allie et al., 2004 in sccordance with the profocol approved in the IBE priot to study initiation (6040023, 3/19/2004).
This system clagsifies fractures info four distinct types. Since study initiation, other stent classification systems have been propesed
(Scheinert et al, 2003; Roca-Singh et al, 2007; Popma et &l., 2009). The classification system published by Rocha-Singh et al, is curtently
used by many core labs in the LS., and splits the Type 4 fraciures as defined by Allie et al. intp “stent fracture(s) with mal-alignment of

14
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componznts*{Type 4) and “stent fracturefs) in a trans-axial spiral configuration” (Type 5). The Type 4 fractures in the RESILENT Stugy werg
not sub-categonized according fo the System proposed by Rocha-Singh and cofleagues.

One (1) fracture was noted at the time of the six-month analysis, eight (8) additional fractures were noted at the twelve-month analysis {ie.,
between 6 and 12 months), and three (3) more fractures were noted at the final eighteen-month analysis {i.e., between 12 and 18 months).
67% {8/12) of the fractures were identified within 7 months of implantation. At thé eighteen month analysis, six fractures were noted as Type
| {single-strut fracture) and six fractures were classified as Type V (complete transverse fracture). Since the overall number of stent fractures
was low throughout the course of the RESILIENT trial, statistical analysis as to cause was not possible.

It was observed however, that of the six Type WV fractures, all six were elongated at deployment, four of six eccurred in lesions that were
moderate 1o severely calcified, and four of six occurred proximal or distal o an area of stent everlap. 38% of patients with >10% edongation
went on to develop Type 4 fractures in less than 1 year and 36% of the fractures occurred in patients where muttiple {2 2) stents were
deployed in an overlapping fashion, No patients with stent fractures developed restenosis as evaluated at the 12-month fallow-up, and no
fractures were associated with MACE. Overall, fractures in RESILIENT had no apparent effect on device safety or effectiveness. The following
table summarizes the fractures categorized according to Allie, et. al.

RESLJENT Fracture Analysis (18 Months)
Typa Count {stants/subjects)
Type 1 6/6
Type 4 [
Type 144 1A
Total 121

Since February 13, 2009, in the global commercial experience, Bard Peripheral Vascular received complaints of suspected LreStent® fractures
in 38 patients. Of these reports, ning {9) patients with 10 fractures were confirmed from evaluation of baseline or follow-up angiograms. A
review of the confirmed fractures showed that seven (7) of the stents had single strut fractures and three (3) of the stents had muttiple strut
fractures, These were associated with one case of stent twisting, one casa of stent elongation, and three cases of stert compression that
may have conlributed to the occurence of fracture. Classification of fracture type was not completed due to the limitations of the data
received from the user and a systematic review of all stents by an angiographic core lab was not performed, Because of the difficulty in
identifying stent fracture and the lack of comprehensive angiographic follow-up, it is not possible to determine the true fracture rate of the
LireSTenT® in commercial use.

Conclusion

Stent fractures were noted to be an uncommen event in the RESILIENT trial and appeared to not impact the safety and performance of the
LireSTenT imnplant. Stent fractures may occur with the use of overlapping stents; however thers was no comrelation between stent fractures
and the rumber of stents implanted in the AESILIENT trial. Fractures may occur in SFA or popliteal segments that undargo significant motion,
particularly in areas with severe angulation and tortuosity. The RESILIENT trial was not designed to show a correlation between stent fractures
and the kocation, although six {6) fractured stents were observed in areas with severe calcification, and one (1) stent placed agross the point
of flexion in the mid-popliteal region resulted in a fracture,

Patency vs. Lasion Length

In arder 1o assess the impact of esion length on patency outcomes, a Cox regression analysis, with the total lesion length as a risk fastor
was performed which demonstrated that for the LIFESTENT* group, lesion Yength is not a significant predictor of primary patency outcomes (p-
vake = 0.46), Additionally, the calculated hazard ratio of 1.003 indicates that there is only a remota relationship between lesion langth and
patency outcomes in the LFESTENT® group. It should be noted that based on the analysis, the lesion length is a significant predictor of patency
outcemes for the control group (p-value = 0.0025).

b.  E-TAGIUSS CONFRMATORY STUDY

E-TAGIUSS Princlpal Safety and Effectivenass Table

Variable Tost % (N}

Death ai 30 Days 0% (0/37)

MAGE at 30 Days 2.7% (1737}

Deployment Success 100.0 (46746}

Lesion Success 90.9 (30/33}

Procedure Success . 80.9 (30/33)
Definitions (secondary endpoints denoted with an asterlsk (*)):
Major adverse clinical events* (MACEY: Any event of death, stroke, myocardial infarction, emergent surgical revascularization, significant distal
embalization in the target Emb, amputation of the target limb and thrombosis of the target vessel at the indicated time point.

15
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Deployment Success: Ability to deliver the stent to the intended site with the post deployment stent length being within 10% of the pre-
depleyment length.

Lesion Success*: Atainment of < 30% residual stenosis of the target lesion using any percurtaneous method and/or non-investigational device.

Procedure Success*: Attainment of < 30% residual stenoais of the target lesion and ro in-hospital serious adverse events defined as; death,
stroke, myocardial infarction, emergent surgical revascularization, significant distal embaotization in the target limb, and thrombosls of the
target vessel.

¢. Retrospective Analysis of LireStaa® Vascular Stent Systems In the Treatment of Long-Segmant Lesions
The results for the primary effectiveness endpeint as defined by freedom from TVR/TLR are shown in table below.
Freadom from TLR/TVR* by Time and Lesion Langth

12 months Walbul® / Kaplan-Lalar 24 months Welbull* / Kaptan-Moler

Varlzble (n/N*at 12 months} (n/N™at 24 monthe)
Average of all (lotal} lesion lengths {= 101.1 mm) 82.4% / 79.2% [54/291) 63.3% / 62.5% (29/170)
{n=72) < 50 mm kasions (Weibufl: 50 mm) 85.4% /834 (1173 69.0% / 63.1% {7/48)
=112} 50 - < 100 mm leslons (Weibull: 100 mm) 81.9% / 87.9% {12/112} 62.5% / 74.3% [9/73)
{n=61) 100 - < 160 mm lesions (Weibull: 160 mm) 76.7% / 76.5% [13/61) 53.6% / 55.2% (9/35)
{n=13) 160 - < 200 mm lesions (Weibull: 200 mm) 72.6% / 30.9% [7/13) 47.0% 7 38.9% (0/2)
fn=11) 200 - < 240 mm lesions (Weibull: 240 mm} 67.%% / 67.5% (311) 40.2% / NA {1/5)
{n=22) > 240 mm lesions NA / 55.9% (8/22) NA / 23.9% (37

* From the Weibull covariate-adjusted analysis

** Number starting the year

The primary acute safety endpoint of the LIFESTENT® and LIFESTENT® XL Vascular Stent Systems at 30 days post-procedura showed the freedom
fram rates were higher than the Viva OPC (88%). The 30-day treedom-from-death, amputation and TVR rate was 99.6% with 2 standard errar
of 0.34% (95% Cl: 97.59% - 99.55%).

The primary long-term safety endpoint was freedom from death/amputation. The Kaplan-Meier analysis showed that the freedom-from-
death/amputation rate at 12 months was 100% {lesicns < 50 mm), 54.5% (lesions 50 - 100mm), 91.4% (lesions 100 - 160 mm), 63.6%
{lesions 160 - 200 mmy, 50.9% (lesions 200 - 240 mm) and 94.1% {lesions »240 mm).

Freedom from Death/Amputation*”
12 months (MY
All Lesions 93.8 {17/291)
Lesions < 50 mm 100% {0472
Lesions 50 - 100 mm 94.5% (6/110)
Lesions 100 - 160 mm 91.4% (5/61)
Lesions 160 - 200 mm 63.6% (4/13}
Lesions 200 - 240 mm 90.9% (1711}
Lesions > 240 rom : 94.1% (1/22)
* From the Kaplan-Meier analysis
** Number starting the year

K. Patient Selection and Treatment

Fatient selections sheuld be based on the populations treated in the RESILENT and E-TAGIUSS investigations. Demographics for the two
invastigations are provided in Section | - Clinical Investigations of this “Instructions for Use” document. Additionally, treatment of the patients
should foliow the treatment practices used by the RESILIENT 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 about this product:

+ Discuss the risks associated with stent placement.

» Discuss the risks associated with a LFeSTenT® implant.

= Discuss the risks/benefits issues for this particular patient.

+ Discuss alterations to current lifestyle immediately following the procedure and gver the long term,

18
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» Discuss the risks of early discontinuation antiplatelet therapy.

The foilowing information is provided in the packaging for the physician 1o provide their patients:

= A Patient Guide which includes information on the LieSrewr® XL Vascular Stent System, peripheral artery occlusive disease, the
implantation precedure and 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® X1 Vascular Stent System is supplied sterile (by ethylene cxide gas} and is nonpyrogenic,
Do not resterilize andfor reuse the device. Do nat 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 tamperature expasure indicator label shoutd be grey and must be cleerty
visible on the pouch. Do not usa if pouch is opened or damaged. Do not use the stent afier the end of the month indicated hy the “Usa By”
data specified on the package, For retumed product or product issues, please contact Bard Peripherat Vascular at the address below:

Bard Peripheral Vascidar, Ing.
Subsidiary of C. R, Bard, Inc.
1625 West 3 Street

Tempe, AZ 85281 USA

CONTENTS for one (1) LFESTENT® XL Vascular Stent System:
+ One (t) LreSrian® XL Vascular Stent System

+ One (1) Patient Implant Card

* One (1) Instructions for Use

« Ons (1) Patient Guide

STORASE: Sitre in a cool, dark, dry place. Storage temperature should not exceed 60°C. Use by the end of the manth indicated by the “Use
By" date specified on the package.

DISPOSAL INSTRUCTIONS: After use, dispose of product and packaging in accordance with hospital, administrative and/or local government
policy.

N. Instructions for Use

Pre-Deployment Procadura

1. Injoct Corttrast Madia
Perform an angiogram wsing standard technique.

2. Evaluate and Mark Target 5%s
Fuoroscopically evaluate and mark the target site, observing the most distal diseased or obstructed sagment.

8. Salect Stant Skze
Measure the length of the target lesion to identify the apprapriate fength of stent{s) required. Ensure that the stent is lang enough to permit
the area proximal and distal of the ilesion to be covered by the stent.

Identify the diameter of the reference vessel (proximal and distal to the lesion). To ensure secure placement, refer 1o the stent size
selection table for proper sizing scheme.

Stont Siz Sslaction Tzble: LFESTENT® Vascular Stent W
Reference Veasel Diameter Unconstrained Stent nner Diameter
4.0 - 5.5 mm 6.0 mm
5.6 = 6.5 mm 7.0 mm
Refer to product labeling for stent length
4. Materials Raquirad

In addition to the LIFeSTENT® XL Vascular Stent Systam, the following standard materials may also ba required to facilitate delivery and
deployment of the LireStent® XL Vascutar Stent System: heparinized nowmnal saline, 6F (2.0 mm) or larger introducer sheath, 0.035*
diameter guidewire, standard balloon angioplasty (FTA) catheter, contrast medium diluted 1:1 with heparinized normal saline, inflation
device and appropriate anticoagulation and antiplatelet drugs.

5. Propars Stant Systsm
a) Open the box and remeve the pouch containing the stent system.

by Check the temperature exposure indicator tabel on the pouch to confirm that the grey background is clearly visible. See "Wamnings” section.
17
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¢} Carefully inspect the pouch for damage to the sterile barrier. Do not use after the expiration date. Pesl open the pouch and remeve the
tray containing the stent system. Extract the stent system from the tray and check the following:
i) Verify that the shipping lock is still secure in the stent system hangle.
it Examine the stent system for any damage. If it is suspected that the sterility or perfermance of the device has been compromised,
the stent system 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.

€) Fush the inner lumen of the stent system with hepaninized normal saline prior 1o use,
) Wipe the usable length poetion of the stent systerm with a gauze soaked with heparinized normal saline.
Stant Daploymant Procedura

1. Insert Introducer Sheath and Guldewira
a) Gain access at the appropriate site using a 6F {2.0 mm) or larger introducer sheath.

b} insert a guidewire of apprapriate length {see teble) and diameter across the lesion to be stented via the introducer sheath.

Racommanded Guldewirs Langth Tatits
Catheter Working Length Recommended Guidewire Length
130 cm 300 cm
80 em 260 cm

2. Diats Lesion

Predilation of the lesion should be performed using standard technigues. While maintaining site access with a guidewire, remove the
ballean catheter from the patient.
Caution:  During dilation, do not expand the balloon such that dissection complication or perforation could occur.

3. Introduce stent system
a) Advance the stant system over the guidewire through the sheath introducer.
Note: f resistance is met during stent system infroduction, the stent system should be removed and another stent system should be used.
Caution:  Always use an introducer sheath for the implant procedure to protect the vascutature and the puncture site. A 6F (2.0 mm)
of largers introducer sheath is recommended.

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

c) Pull back the stent systam until the distai and proximal ends of the stent are in position so that they are distal and proximal to the target
site.

d) Remove slack from the stert system held outside ths patient

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

4. Daploy stent
a) Verify that the distal and proximal stent ends are distal and proximal to the target lesion.

b) Confirm that the intraducer sheath Is secure and will nat move during deployment.
) Remove the shipping lock.

d) To ensure the most eccurate placement, firmiy hold the black system stahility sheath throughout deployment
Note: Do NOT hold the silver stent delivary sheath at any time during deployment. DO NOT constrict the stent delivery sheath during
stent deployment.

18
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€} Inifiate stent deplayment by rotating the thumbwheel in the direction of the arrows while holding the handle in & fixed position.
Note: If excessive force is felt during stent deployment, do not force the stent system. Remove the stent system as possible, and
replace with a new unit.

f) While using fluoroscopy, maintain position of the distal and proximal stent ends relativa to the tangeted site. Watch for the distal stent end
te begin expanding; separatian of the distal stent end signals that the stent is deploying. Continie tuming the thumbwhee! until the distal
end of the stent obtains complete wall apposition.

While maintaining a fixed handie
position, rotate thumbwhes)

to abtain Initial stent wall
appaosition of 1 cm
minimum.

Fgure 3. Initial Thumbwhee! Deployment

Nota: The thumbwheel is designed to inftially deploy the stent distal end a minimum of 1 ¢m. Final stent deployment is achieved
by using the deployment Jever,

g) With distal end of the stent apposing the vessel wall, deployment continues with the following method (Fig. 4).

While maintaining a fixed handle position,
place your finger in front of the

depleyment slide and slide it from the
distal to proximat end.

Fgure 4. Fast Track Deployment Lever

Note: To ensure comecty deployed stent length, fluoroscopically monitor the distal stent end initially until wall appesition then
monitor the delivery system proximal radiopague marker relative to the proximal edge of the target site,

h

Deployment of the stent is complete when the proximal stent end appeses the vessel wall and the sheath radiopaque zone is proximal to
the proximal end of the stent. .

=

DO NOT attempt to re-sheath stent system prior to removal.

5. Post stent placement
a) Remove the stent system from the body.
Nate: if resistance is met while retracting the delivery system aver a guidewire, remowe the delivery system and guidewire together.

b

Post stent expansion with a PTA catheter is recommended. if performed, select a balloon catheter that matches the size of the reference
vessel, but thal is not larger than the stent diameter itself.

c

Remove the guidewira and introducer sheath from the body.
dy Closé entry wound as appropriate.

Discard the stent system, guidewire, and introducer sheath,
Nota:- Physician experience and discretion will determine the appropriate drug regimen for each patient.

19
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Symbols used on labeling

,\\I £ LT
21"\* Keop away from sunlight YP):  Tharosn Dot
.

Pl

T Keep dry @}9 Recyclabls

LireSTent® XL Vascular Stent Systems

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

All other trademarks are the property of their respective owners,

This product is manufactured and sold under one or mare of the following patents: LS, Patent o, 6,878,162, Other intemational
and U.S. patents pending.

Caution; Federal {USA) law restricts this device to sale by or on the order of a physician.

Copyright © 2010 €. R. Bard, Inc.
All Rights Reserved

Distributad in the USA by:

Bard Paripheral Vascular, Inc.

Subsidiary of C. R. Bard, Inc.

1625 West 3™ Street

Tempe, AZ 85281

USA

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

FAX: 1-480-966-7062
1-800-440-5376
www.bardpv.com

PERIPHERAL

VASCULAR BOS681 Vers. 6/12-10
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BarD® LiFeSTENT® and LiFeStent® XL Vascular Stent

Patient lnformation

Bard Peripheral Vascular, Inc.

Subsidiary of C. R. Bard, Inc.

1625 West 3 Street

Tempe, AZ 85281

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

B05925 Vers.5/12-10
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It you or a member of your family has been diagnosed with peripheral anterial occlusive disease (PAGD)* or
claudication®, you may have questions about the disease and its treatment, especially if your doctor has treated you
using the LireSTeNT® or LireStent® XL Vascular Stent*.

This guidebook is designed to help you and your family understand PAOD and the treatment with a vascular stent,

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

* Sed glogsary for definition ?

ST



BAWB(0S5925:BAWB05925  13,12.2010 14:22 %ite 3

TABLE OF CONTENTS

GLOSSARY.........\¢v000000000000 00012 sass 0822222248848 48R R b e e e e e st smmessenensnetsen o

UNDERSTANDING PAOD AND YOUR TREATMENT .. OO
What Are The Superficial Femoral and Proximal Papllteal Artenes"’ rerreeanaree i trenranras et snseans 6
What Is Peripheral Arterial Occlusive Disease® (PAODI? ..vvvvseovrmesieimssssesmmssmsssesssssssssssessesseesresessesscosneenemene B
What Are The PAQD Risk Factors?..........covurssrrcerannas
How Is PAOD Diagnosed?..............
Superficial Femoral Artery Balloon Anglcplasty and Stentmg

WHAT IS THE LiFeSTENT® & LireSrent® XL VASCULAR STENT (DEVICE DESCRIPTION)? oo veeeecevecras 8
When Can The Device Be Used {ndication for USE"? ....oveieiinsseemesseesmessennonnes
When Should The Device Not Be Used (Contraindications*)?........o..eervnenne
Warnings Associated With Stent Implantation ....c.cceveeiriinnns

What Are The Rlsks OfThe Procedure" ceerae e e e e ap AR et A A AR et 10
What s The Potential Benefit Of Using Tne UFESTENTQ & I_|F£Smrrm (R Vascular Stent'? SOOI V'

AFTER YOUR LireSTENT® or LIFESTENT® XL VASCULAR STENTING PROCEDURE............coooocoee e ceveereenesseseresnnennns 1 3
What To EXPECt DUMNG YOUT BECOVENY ..c.u..ereereuensssmnesesssssssssasssssss ssessssss et s esessssassssessesssssrsssmasaessastsssmsanens 13
NECESSArY Life SIYIE CRANGES ...ocoovvveie i sssrs s sassssss st ssesssssmss st ostcosesmasensseesesmesnessesnsssmssntonsroseenses 1 3
Follow-Up Examinations.... SOOI, YUy PU OO I
Keep your Implant Card Handy .........c..ceemmnmminitieeeceenenn. e s s s sssantsmassersone |
Safety During Magnetic Resonanca Imaging (MRI*}

* See glessary for definition 3

SR



BAWB05925:BAWB05925 13.12.2010 14:22 '$ite 4

GLOSSARY
Term Definltlon
An x-ray procedure in which confrast dye s injected into the arteries fo diagnose
Angiogram

a narrowing or blockage of the artery.

Ankle-Brachial Indax

Anen-invasive test used to determing the degree of peripheral arterial occlusive

ABI) disease within a patient's legs.
Arte A blood vessel thal carries blood from the heart and Jungs through the body.
i Bloed in arteries is full of oxygen.
: - —- —
Aherosclerosis The ;?rocess of fatty deposits and/or calcium build-up (plague) on the inside of the
arteries.
A procedure whereby a small tube containing a balloan is passed through to the
Bafloon Angioplasty blocked area of an artery. Gnce the balloon is inflated, the catheter opens the
giop blocked area in the artery. Also calted Percutaneous Transiuminal Angioplasty
{PTA).
Biood Clot A clump of blood cells that blocks or prevents normal blood flow.
Blood Vessel An artery or vein ’
Cathster A hollow tube used for gaining access to a blood vessel.
Catheterization fx.pro(l:edure that invglves passing a tube (catheter) through blood vessels and
injecting dye 1o detect blockages.
Cholesterol A substance that moves through the biood and plays a role in the formation
of blockages. Chalesterol originates in foods that are righ in animal fat.
Claudication Pain in the leg that occurs with work or exercise, but may also occur when resting.
Contraindications A condition that makes & specific freatment or procedure improper or undesirable.
Contrast X-ray dye used to view the arteries during an angiogram.
Coron rte
dma::y arery A condition where the arteries that supply hlood to the heart muscles narrow.

De-Novg Lesion

A lesion identified within your own artery that has not been previously treated via
percutangous intervention or surgical means.

A disease affecting one’s metabolism of glucose {sugar) which causes changes

Diabetes in 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 structure in the body
Dilatlon Catheter A catheter {or tube) with a balloon on the end that can be inflated.
Fluoroscapy An x-ray procedure in which contrast dye is injected into the arteries to find nar-
rowing or blockage of the artery.
A portion of one of your veins or a man-made synthetic tube that your surgeon
Graft connects above and below a blockage to allow bloed to pass through it and
around the blockage.
Guiding Catheter A hollow-tube through which fluids or objects can be introduced or removed from

the body.

—o
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Term Pefinition
Called hypertension. A condition where there is too much pressure inslde your

High Blood Pressure blood vessels. Blood is pushed too hard by the heart against the blood vessel
walls.

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

Indication for Use When a device or procedure can be used

Lesion A blockage in a blood vessel. Also known as a piaque or stenosis.

LifeStent® Vascular A thin, flexible metal mesh tube that can be implanted in the arteries that supply

Stent blood ta the thigh and knee.

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

Lumen The inner channel or cavity of a vessel or tuba. )

MRI (Magnetic A diagnostic test that uses magnetic waves to obtain images of the inside of your

Resanance Imaging)

body,

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

Nitinol be compressed when cold and expands back ta #s original shape and size when
heated.

Percutaneous Performed through a small apening in the skin.

Peripheral Artery Vascular disease, which affects the blood vessels, especially those of the

Occlusive Disease extremities. ‘

Plague An accumulation or build-up of fatty deposits, calcium and/or cell debris in an

arlery that leads to narrowing of the lumen,

Platelet Inhibitors

Medications to prevent blood cells called platelets from sticking together and
blocking the artery.

Papliteal Arteries The arteries that pass through your knee.

Restenosis The recurrence of a narrowing or blockage in an artery after treatment.

Stenosis A& narrowing of any canal, especially one of the superficial femoral vessels.

Stent An expandable, metallic, tubular shaped device that provides structural support
for a vessel.

i::i:f:la[ Femoral The arteries that extend from your pelvic region down to your knee,

Thrombus A blood clot.

Transluminal Through the inside apening of an artery.

Triglycerides Substances in the blood that are a component of the “bad” type of cholesteral,

Ultrasound A Ielst, OU!SidE.! the bady, using sound waves to determine the presence of
agrterial narrowing.

Vein Ablood vessel that carries biood from the organs of the body back to your heart.

4
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UNDERSTANDING PAOD AND YOUR TREATMENT

What Are The Superficial Femoral and Proximal
Popliteal Arteries*?

Arteries* are blood vessels* (or pipes) that carry blood
away from the heart. The superficial femoral and
popliteal arteries extend from the arteries in the hip
region down to your knee. The superficial femoral
arteries carry blood containing oxygen through the legs
down to the foot. Figure 1 shows a picture of arteries
and veins (pipes) as they connect in the body system.

What Is Peripheral Arterial Occlusive Disease (PAOD)?

PAOD is caused by the build-up of fatty substances within the arteries, in a process known as atherosclerosis*.
This causes a narrowing or blockage called a stenosis* that limits blood flow. Some of the more commonly
affected arteries by PAOD are located in the legs, arms, neck and abdomen. Figure 2 shows a picture of a stenosis
{or blockage) in an artery due to atherosclerosis. Some of the symptoms you may experience due to blockages
located in the arteries of the leg are:

« Pain in the hips, thighs, buttock or calf muscles
(Claudication®);

e Numbness/tingling in the leg, foot, or toes;

e Changes in skin color such as paleness or bluish
color in leg, foot, or toe;

Figure 2 e Changes in skin temperature of leg, foot, or toes.

What Are The PAOD Risk Factors?

Based on clinical studies, it has been determined that you are at the greatest risk for PAOD if you have a history of:
. Diabetes*

. Coronary artery disease*

. High blood pressure*, also known as heart disease

. High cholesterol*

. Smoking, or are a current smoker

You may also be at risk for PAQD if you are overweight, do not exercise, or people in your family have had PAOD.
* See glossary for definition 6
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How is PAOD Diagnosed?

You should be screened for superficial femoral artery blockages if you have:
. Pain in your legs when you are moving around or walking that stops when you are resting.

Figure 3 shows a picture of an open artery
compared to one that is narrow. The following
diagnostic tests may be performed if
superficial femoral artery disease is
suspected. These tests can be used to
diagnose where blockages might be and how
narrow your arteries are in areas of your leg.

Figure 3

Ankle-Brachial Index*: The Ankle-Brachial Index (ABI) is a test done by measuring blood pressure at the ankle
and the arm while a person is sitting or laying still. Blood pressures are then taken again at the ankle and the arm
after 5 minutes of walking on a treadmill. A slight drop in your ABI score with exercise means that you probably
have PAOD. Knowing if you have PAQD is important. Often, people with PAQD are also at risk of other blood flow
problems like heart attack and stroke.

Superficial femoral artery ultrasound*: A sound-wave test that shows an image of the superficial femoral
arteries on a screen. This test allows the size of the vessel to be measured and looks at how the blood is moving
through your legs. This can help to show areas of the artery that may be narrow. This test is painless and does not
require the use of needles, dye, or x-rays.

Fluoroscopy*/Angiogram*: An x-ray based image obtained by putting dye through a small tube (catheter*)
inserted into an artery in the groin or arm. This test will determine exactly where the artery may be more narrow
and will provide important information to the doctor or medical team.

Superficial Femoral Artery Balloon Angioplasty and Stenting

When your doctor performs this procedure, he/she will start with
needle entry in your Femoral Artery* (see Figure 4). Your doctor will
then use a small tube (catheter) with a small balloon on the end that
inflates to widen the narrow sections of the artery. As the balloon
inflates it squeezes the “plaque" against the inside wall of the
artery. This process is designed to reduce the narrowing until it
doesn't slow the blood flow anymare. The balloon is deflated and
removed from the artery.

Figure 4

* See glossary for definition 7
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A stent*, which is a wire-mesh tube made of
special metal, is then placed into your artery.
The metal stent is then expanded and
continually pushes against the inside of the
artery wall to keep the artery open. The stent
is used to help blood flow through your legs
easier. Over time, the artery wall will heal
around the stent as it continues to support the
vessel. Figure 5 shows a picture of a balloon
Figure 5 opening up the blocked artery and a stent
being put into place to help keep the artery
open.

WHAT IS THE LiFeSTENT® & LiFeSTENT® XL VASCULAR STENT (DEVICE DESCRIPTION)?

The LireSTent® & LireSTent® XL Vascular Stent is a flexible mesh tube made from Nitinol*. Nitinol is a metal
designed to expand to a given size once it is warmed by the heat of your body. The stent comes inside a delivery
system which allows your physician to move it through the body to the specific narrow place in the artery. The
expanded stent is shown in Figure 6.

Figure 6

When Can The Device Be Used (Indication for Use*)?

The LireSTENT® & LiFeSTent® XL Vascular Stent is indicated to improve luminal diameter in the treatment of
symptomatic de-novo® or restenotic* lesion up to 240 mm in length in native superficial femoral artery (SFA) and
proximal popliteal artery with reference vessel diameters ranging from 4.0 — 6.5 mm. In other words, the device
has been proven safe and effective by the FDA to help open a blocked area of the artery in your leg. The major
arteries in the leg can be seen in Figure 7.

* See glossary for definition 8
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Figure 7

When Should The Device Not Be Used (Contraindications*)?

. If you have an allergy to Nitinol (nickel, titanium), and/or tantalum. If you have had a skin reaction to metal
jewelry or belt buckles you may be allergic to the metal used to make this stent and it is important to
discuss with your doctor whether the potential benefits of implanting a stent outweigh the risks.

. If you cannot take aspirin or blood-thinning medications (also called antiplatelets or anticoagulants).

. If the physician decides that the blockage will not allow complete inflation of the angioplasty balloon or
proper placement of the stent.

Warnings Associated With Stent Implantation
. It is important to tell your physician about all allergies you know about.

. Tell your physician about any reasons why you cannot take blood thinning medications (also called
anticoagulants or antiplatelets).

. Be sure to show the stent implant card on all future physician visits or medical tests you may be receiving,
even if it seems unrelated to that particular visit.

* See glossary for definition 9
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YOUR PROCEDURE

What Are The Risks 0f The Procedure?

Your dostor shouid have discussed the procedure in detadl with you and explained the possible risks and potential
benefits of the device. Please make sure that your dactor has answered all of your questions,

Specific risks associated with vascular stenis like the LireStent® & LireSTent® XL Vascular Stents include:

-

Placement of the device in the wrong spot;

Movement of the device once it is placed in your body causing reduced bloog flow;

Allergic reaction to the metal of the stent, which includes nickel, titanium, and tantalum;

Breakage of the flaxible mesh tube (ie., fracture), occurred at a rate of 3.1% at 12 months in the
RESILIENT Triat an LsreSTent® and LireStent® XL Vascular Stent.

The above device related events might resutt in additional procedures and/or the placement of additional vascular

stents.

The procedure used te place the LireSTent® & LIreSTenT® XL Vascular Stent may involve certain risks. These risks
are uncommon, but are important to be aware of:

Abnormal bleod-filled dilation* {or packet) of a weakened artery wall (ansurysm}
Alr, pieces of devices, or fragments of clot blacking the artery, which could cause your toe to tum hiue.
Allergic reaction to the dye {contrast*) which could include kidney failure
Bleeding at the access (puncture} site in your groin or arm

Bruising, swelling at the puncture site

Creation of an abnormal pathway between two areas of the body (fistulization)
Damage to the superficial femoral artery

Death

Decrease or increase in blood pressure

Excessive bleeding themorrhage)

Expansicn of one or more layers of the vessel wall (pseudoaneurysmy

Heart attack (myocardial isthemia/intarction)

Infection/fever

Irregular heartheats, which could be life threatening

Nerve damage {peripheral neuropathy)

Persistent vessel spasm

Plague that was previously stuck in one place could be allowed to mave freely, which could lead to a new
clot

Recuzrence of the blockage {restenosis*)

Re-narrowing of the artery

Rupture of the superficial femoral artery (dissection)

Stroke

Unexpected limb loss (amputation)

* Sea glassary for definition 10
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RESILIENT Trial Adverse Event Summary
RESILIENT Randomized RESILIENT Faasibility
LiFeSTENT® LereSTenT®
{N=134) PTA (N=72) {N=20)
[Event % (N pts) [N avents] % (M pts} [N events] % (N pis} [N svents]
n-Hospital Events
Major Adverse Events 0 (0/134) [7] D (¢/72) [0} 0 (0/20) [0}
Daath 0{0/134} [0] 0 [0/72) {0} 0 {0720 {0}
Myocardial Infarction 0 {0/134) [0] 0 {0/72) [0 0 {0/20) [0}
Target Limb (oss / Amputation 0 {0/134) [9) 072 [0) 0 {0/20) [0]
TR 0 {0/134) [9] 41.7 [3072) [31) 5.0 (1/20) [1]
TLR 0 (07134} [0] 41,7 {30/72) [30} 0 {0720} [0]
Hon-TLR 0 {0/134) [0] 1.4 (1572 1] 5.0 {1/20) [1]
Stroke/CVA 0 (0/134) [0] D {0/72) [0 0 {0720} [0]
Distal Embolization 0 (0134} [0] 0 (0/72) [0] 0 {0720} [0]
Actess Site Bleeding / Hematoma 0.7 (11134) [1] 0 {0:72) [0} 5.0 {1/20) [1]
Biood Loss requiring Transtusion 1.5 (21134) [2] 1.4 (1772} [1] 0 {0/20) 0]
Vessel Perforation 0 {0/134) [0] G {0/72) [D] 0 (0720} [0]
Vessel Aneurysm 0 (07134) [0] 0 {0/72) [0] 0 {0/20) [0]
Vessel Pseuda-Aneusysm 0 {0/134) [1) 1.4 (1772 [1] 5.0 {1/200 [1]
Vesse! Dissectlon 4.5 (6/134] [6] 20.8 {15/72) [16] 5.0 {1/20) [1)
Thrombosis 0 {07134) [0] 0 {0772 [9] 0 {0/20} [0]
[Events at 30-Days
Major Adverse Events 0 (0/134) [0) 0072 [9] 0 (0/20) [0]
Daath 0 (07134} [0] 00772y [9] 0 (0/20) [0]
Myocardiat Infarction 0 (0/134) [0) 0{0172 [0] 0 (0/20) [0]
Target Limb Loss / Amputation 0 {0/134) [0] 0 {0472} [0] 0 (0720) [0]
VR 0.1 (11134 {2] 41.7 {30772} [31] 5.0 (17203 [1)
LR 0.7 (11134 11} 41.7 (30772 [30] 0 {0/20) [0)
Non-TLR 0.7 (1134 1} 1.4 (1772) 1) 5.0 (1/20% [1]
Stroke/CVA 0 [0/134) [0} 0 {0/72) [0] 0 {0/20) [0]
Distal Embolization G (0/134) [0] 1.4 0721} 0 {6/20) 10]
Access Site Bleading / Hematoma 0.7 (1/134) {1} 1.4 (1772) {1} 5.0 (1720} 1}
Blopd Loss requiring Transtusion 1.5 (21134} 2] 2.8 (2/72){2) G {0/20) [6]
Vessel Perforatipn 0 {0/1:34) [0] 0{0/72) [0] 0 {0/20) [0]
Vessel Aneurysm 0 [0/1:34) [0] 01{0/721[0] 0 {0/20) [0)
Vessel Pseudo-Anpurysm 0 (0/134) [0] 1.4 (t/72){1) 5.0 (1720} (1]
Vessel Dissection 4.5 (6/134) 16 20.8 15772y [15) 5.0 (1/203 (1]
Thrambosis {24 Hrs - 30 Days Oniy} 0 (0/134) [0] 0{0/72) [0] 0 {0/20) [0]

The table above shows the adverse events {complaints) that were reported during the time of the stent procedure
and 30 days after the stent procedurs. These events were part of the RESILIENT stent trial with the LireStenr®

Vascular Stent.
. The first column shows the type of complaint observed or reported.
* Please see glossary for aefinition 11
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. The second and fourth columns show you how many people treated with the LIreSTeiT® Vascular Stent
had that type of complaint. The first number is the percentage ar frequency of the complaint. The
numbers in the “{)" show the actual number of patients in the group of 134 {second column} or group of
20 (fourth column) who actually had an adverse event.

. The third column called “PTA” shows the complaints that happened with the patients who did not get
treated with the LireSTeNT® Vascular Stent , and only with a balloon.

You will see that the frequency of adverse events at the time of the procedure was very low.

What Is The Potential Benefit Of Using The LireSTEnT® & LireSTent® XL Vaseular Stent?

The safety and effectiveness of the LIFESTENT® Vascular Stent was compared to bafloon inflation alone in the
RESILIENT trial that included 206 patients. The study results showed that patients who received a LreSTenT®
Vascular Stent had a significantly higher patency rate (normal blood flow) at one year, when compared to ballaon
inflation alone, (81.5% for LIFESTENT® Vascular Stent, 36.7% for balloon angioplasty). When locking at the two
groups at three years, Major Adverse Clinical Events, which includes death within 30 days, stroke, heart attacks,
clot blocking the artery, emergency surgery, and/or worse leg pain, was 24.8% for LIFESTENT® Vascular Stent
patients and 24.8% for bailoon angioplasty patients. This means that the study showed the risks associated with
the LiFeSTENT® Vascular Stent are similar to the risks associated with balloon inflation alone.

Additionally, the safety and effectiveness of the LireStent® and LIFESTENT® XL Vascular Stent Systems were
confirmad in the E-TAGIUSS frial that included 37 patients. All patients in the trial were followed for 30 days. The
study resulis showed that the LIFESTENT® and LireStent® XL Vascular Stents were able to be accurately put in
patient's legs and had very litle change in stent length when being implanted {deployment success 100.0%.

Also, an analysis of faur sources of existing data: (1) the RESILIENT trial (2) the ELODIE trial which was conducted
in Europe, {3} information reported by a United States (U.S.) physician, and {4) information reported by a European
Unian {EU} physician was included. In tota, two-hundred-eighty-five (285) patients with one or more implanted
LireSTent® Vascular Stent devices were identified and included in the analysis. In total, there were 46 lesions in this
analysis with lesion lengths beyond 160 mm. ’

The results show that LIFeS1enr® Vascular Stent can be safely implanted in patients and can provide an effective
solution to the treatment of long segment lesions,

Long term risks and benefits {i.e., greater than three years) associated with the LireStent® Vascular Stent are
currently unknown.

* Sea glossary for definition 12
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AFTER YOUR LireSTent® or LireSTENT® XL VASCULAR STENTING PROCEDURE

What To Expect During Your Recovery

Before you leave the hospital, your doctor will speak to you about what kind of movement you can do, what you
should eat, and what medicine you will need to take. You will be told when you can start to return to normal
activities and return to work. Your doctor will prescribe medications for you to take to prevent blood clots* from
forming in your newly opened blood vessel. It is very important you tell your doctor if these medicines make you
feel bad or you have any kind of allergic reaction. Do not stop taking them unless your doctor advises you to do so.
Your doctor may be able to provide you other medications that you may be able to take more easily. Also,
medications that help to lower your cholesteral and fats may be provided. If you have diabetes, your physician may
recommend modifications to medications to help reduce your blood sugar levels.

The artery that has been treated with the stent will begin to slowly grow around the stent and it will become
permanent. You will not feel the stent and your daily activities will not be affected. Since you now have a vascular
stent implanted in your leg, you should tell this to any doctor who treats you in the future.

To help yourself stay healthy in the future, it is recommended you change your diet, continually exercise, and live
an active life. Those patients who are able to reduce the fats and cholesterol in their diets are less likely to
redevelop blockages in the stent, A low-fat, low-cholesterol diet can lower the levels of fat in your blood and reduce
your risk. Eating healthy foods in the right size meals will also help you to achieve and maintain a healthy weight.

Necessary Life Style Changes

| Decreasing the amount of fat and cholesterol* in your diet together with walking
xercises are important ways of treating superficial femoral artery stenosis. Your
| doctor will make specific dietary and exercise suggestions for you. The American
eart Association suggests the following nutrition and lifestyle changes. Complete
uidance can be found at the American Heart Association website: www.heart.org.

Use up at least as many calories as
you eat each day

Eat a variety of nutritious foods from
all the food groups.

Choose vegetables, fruits, and whole-
grained products.

. Select low fat or fat free dairy products.

® Include fish in your diet, high with Omega-3 oils, if possible.
. Eat less nutrient-poor foods, high in fat and high in sugars.
. Do not smoke

* See glossary for definition 13
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In addition to a healthy diet, it is extremely important to avoid smoking. If you need
help quitting, please notify your healthcare provider. '

Fallow-Up Examinations

You will need to see the doctor who put in your stent for routine follow-up examinations. During these visits, your
doctor wilk monitor your progress and evaluate your medications, the status of your disease, and how the stent is
working for you.

Keep your Implant Gard Handy

Show your implant card if you report to an emergency room. The implant card will let your doctor or health care
providers know that you have a stent in your leg.

If you require a magnetic 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 the implant card or included in this booklet.

14 :
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Safety During Magnetic Resonance Imaging (MRI*)

After placement of your LIFESTENT® or LireStent® XL Vascular Stent, your doctor may request a special lest that uses
electrical waves from a magnet to ebtain images of the Inside of your body, called an MRI. Your LyeStent® or LEeSTeNT®
XL Vascular Stent has been classified as MR-Conditional, This means that an MRI can be done safely if specific testing
conditions are followed. These conditions are outlined on the implant card that was provided to you as part of your
procedure, Please provide this information o anyone assisting you with a MRI. A copy of the infarmation located an the
card is also provided below.

Conditigns for All Stents
Non-clinical testing has demonstrated that the LreStenr® Vascular Stent is MR Conditional. |t can be scanned safely
under the following conditions:

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

. Spatiat gradient field of 1000 Gauss/cm or less.

. Maximum whole-body-averaged specific absorption rate {SAR) of 1 W/kg for 15 minutes of scanning. For
landmarks superior of the umbificus, a whole body SAR up to 2 W/kg may be applied.

. In a configuration where the patients legs are not in cantact 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 LFESTENT® Vascular
Stent as determined to produce a potential worst-case temperature rise of 3.2°C for a whole body averaged specific
bsorption rate (SAR) of 1 Wrkg for 15 minutes of MR scanning in a 3.0 Tesla, whole hody MR system for a landmark in
the legs. Temperature rises can be twice as high at a whole body averaged SAR of 2 Wrkg for landmarks below the
umbilicus. Temperature rises were reduced for landmarks above the umbilicus. Temperature rises of stents were
measured in a ron-clinical configuration using a GE Signa HOX Whale Bedy active shieid MR scanner using software
version 14/UMR and a phantom designed to simulate human tissue, The phantom average SAR calculated using
calorimetry was 2.8 Wikg. 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 Wikg.

1.5 Tesla Temperature Rise

In an znalysis based on non-clinical testing and computer modeling of a patient, the 170 mm length LiFeSTenT® Vascular
Stent was determined t preduce a potential worst-case temperature rise of 3.9°C for a whole body averaged specific
absorption rate {SAR) of 1 W/kg for 15 minutes of MR scanning in a 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 SAR of 2 Wikg for landmarks below the umbilicus.
Temperature rises were reduced for landmarks above the umbilicus. Temperature rises of stents were measured in a non-
dinical corfiguration using a GE Signa whole body coil and a phantom designed to simulate human tissue. The phantom
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 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 LeeSTent® Vascular Stent has not been evaluated in MR! systems other than 1.5 or 3.0
Tesla. The heating effect in the MRI environment for overlapped or fractured stents is not known.

15
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CONTACT INFORMATION

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

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.

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

Copyright © 2010 €. R. Bard, Inc.
All Rights Reserved
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