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Instructions for Use



Figure 1

LIFESTENT® SOLO™ Vascular Stent System

CAUTION: Federal (U.S.A.) law restricts this device to sale by or on order of a physician.

This device is supplied in sterile condition. All materials inside the sterile barrier pouch (the delivery system and stent, as shown in 

Figure 1, as well as the tray and pouch liner) are sterile. The external surface of the sterile barrier pouch, as well as the product carton, 

should not be considered sterile.
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135 cm & 100 cm

158 cm & 123 cm
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DO NOT continue triggering the device following complete deployment of the implant.

E. Precautions

 Note:

caution.

LIFESTENT® SOLO

F. MRI Conditions

 Conditions for All Stents

LIFESTENT® SOLO

applied.

 3.0 Tesla Temperature Rise

LIFESTENT® SOLO

 1.5 Tesla Temperature Rise

LIFESTENT® SOLO

 Image Artifact

 

 
LIFESTENT® SOLO

 Additional Information

LIFESTENT® SOLO  

G. Overview of Clinical Studies

 
LIFESTENT® SOLO

LIFESTENT

 

 
LIFESTENT

 

Instructions for Use
Please use the product illustration at the beginning of this booklet to guide you through the device 
description.

A. Device Description

LIFESTENT® SOLO

LIFESTENT® SOLO

 

 Figure 2. IFESTENT® SOLO

B. Indication for Use

IFESTENT OLO

C. Contraindications

LIFESTENT® SOLO

D. Warnings

DO NOT

LIFESTENT® SOLO SINGLE 
USE ONLY. DO NOT

DO NOT 

DO NOT

DO NOT



Hematoma

 

Events at 12-Months

  Amputation

 

Events at 24-Months

  Amputation

 

Latest Data Available 36-Months 36-Months 36-Months

  Amputation

 

ARD IFESTENT  

 

LIFESTENT  

 

LIFESTENT

LIFESTENT

H. Adverse Events

a. Observed Adverse Events

RESILIENT Trial Adverse Event Summary 

Event

RESILIENT Randomized
RESILIENT 

Feasibility

LIFESTENT®  

(N=134) % (N pts)  

[N events]

PTA 

(N=72) % (N pts) 

[N events]

LIFESTENT®  

(N=20)% (N pts) 

[N events]

In-Hospital Events

Hematoma

Events at 30-Days

  Amputation
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I. Clinical Studies

a. RESILIENT Feasibility Study 

LIFESTENT

LIFESTENT

b. RESILIENT Randomized Study

 
LIFESTENT

the LIFESTENT

 

 

LIFESTENT® 

arm and the control arm.

BARD® LIFESTENT® 

BARD® LIFESTENT® Vascular Delivery System Study - Adverse Event Summary

Event 30 Day

ETAP Trial Safety Events

p-value p-value    

Severe

Cardiovascular 

Events*

12 month

Adverse Events**

12 month 0.2600 0.8510

1.0000

Death***

12 month 1.0000

8 33 19

1.0000 0.6065

8 26 16

b. Potential Adverse Events
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LIFESTENT

LIFESTENT LIFESTENT

LIFESTENT LIFESTENT

c. BARD® LIFESTENT® Vascular Delivery System Study

BARD® LIFESTENT

BARD® 
LIFESTENT® SOLO

Subject Demographics

Variable Category Total

Race

Subject Demographics

Variable Category Total

Lesion Characteristics

Variable Category Total

1
2

Right

Reoccluded

 

 
 

 

RESILIENT Trial Subject Demographics

Variable Category Test Control

African American

RESILIENT Trial Lesion Characteristics

Variable Category Test Control

 

Right

LIFESTENT



Characteristic RESILIENT ELODIE I US Series EU Series TOTAL

  N reported 183 NR 51 10

0.61 0.69

0.20 0.22 0.18 0.22

  Range

NR- Not Reported

Lesion and Stent Characteristics *

Characteristic RESILIENT ELODIE I US Series EU Series TOTAL

198 11 66 10 285
198 11 10 291
212 16 10 310

 

  N reported 212 16 10 310
66.0 108.8 152.6 93.1

109.6
 1.1    1.5     1.1    1.0   1.1

  N reported 198 11 0 10 219
96.0 88.5

11.3 9.05 6.99 11.2
  Range 50 - 100 80 - 100 80 - 100 50 - 100

62 1 9 0
93 0 19 0 112

6 15 3 61
5 1 3 13
1 2 8 0 11
0 1 18 3 22

  N 198 11 10 291
158.2 152.6 99.15

109.6
  Range 10 - 202 16 - 360 10 - 500

0 NR 0
0 NR 0
1 NR 1

NR 5 19
5 0 NR 1 6
2 3 NR 3 8

  N 198 11 NR 10 219
115.9

53.2 125.1
  Range 160 - 290

NR NR

11 59

NR- Not Reported

LIFESTENT® SOLO

 

LIFESTENT® SOLO™ 

d. Retrospective Analysis of LIFESTENT® Vascular Stent Systems in the Treatment of  

Long-Segment Lesions

LIFESTENT

Demographics: Retrospective Analysis of LIFESTENT® Vascular Stent Systems  

in the Treatment of Long-Segment Lesions

Characteristic RESILIENT ELODIE I US Series EU Series TOTAL

  N reported 198 11 66 10 285

10.2 8.63 10.9 5.53 10.3

  Range 53.9 - 85.6 36.3 - 96.8 63.9 - 83.1

69.2 60.6 65.5

  N reported* 198 11 66 9

88.9 100 100 86.6

  N reported 198 3 66 10

100 85.3

  N reported 198 11 66 10 285

80.3 80.0

  N reported 198 11 66 10 285

25.8 60.6 0.0 33.3

  N reported 198 11 66 10 285

56.6 30.0

  N reported 198 11 66 10 285

38.9 0.00 50.0 30.0

  N reported 198 11 66 10 285

 

  N reported 198 11 NR 10 219

3.5 0 0 3.2

10.0 39.3

56.1 60.0 55.3

0.0 0 0 0

0.0 18.2 30.0 2.3

  N reported 198 11 10 290

100 90.9 86.6

0 9.1 30.0
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ETAP Trial Demographics

Range

-

ETAP Trial Lesion Characteristics

  

92.5 92.9 

-

   None

LIFESTENT

when the LIFESTENT

LIFESTENT

LIFESTENT® device. 

 
 

LIFESTENT

LIFESTENT

LIFESTENT® and LIFESTENT

e.  BARD® LIFESTENT® SOLO™ Vascular Stent System (250 mm stent implant) Study

LIFESTENT® SOLO

BARD® LIFESTENT® 

LIFESTENT® SOLO

LIFESTENT®  

 

f. ETAP Randomized Physician-Sponsored Study 

 
LIFESTENT

 

LIFESTENT



Bard Peripheral Vascular, Inc.
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the LIFESTENT® SOLO™

contact with each other.

LIFESTENT® SOLO™
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 Any “clinically-

  Survival Analysis – Freedom from MACE (at 36 months)

  Time Until MACE

RESILIENT MACE Event Rate

MACE Event Free Event Rate P-Value*

LIFESTENT
0.98

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

  Time Until Loss of Primary Patency

RESILIENT Loss of Primary Patency Event Rate

Loss of Primary Patency Event Free Event Rate P-Value*

LIFESTENT

J. Principal Safety and Effectiveness Tables

a. RESILIENT Randomized Study

RESILIENT Principal Safety and Effectiveness Table

Variable Test Control p-value

 
93.9 92.8

 
86.6 85.1

 
80.5

 

 
0.009

 
0.009

 

 
100.0 98.3

 
52.6

 

 
81.5

 
100.0 98.3

 

 

 

 

 
68.1 0.0002

 Attainment of  

 Attainment of 

 
angiogram without further/repeat intervention over time.
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LIFESTENT

 Patency vs. Lesion Length

LIFESTENT

LIFESTENT® group. 

b. BARD® LIFESTENT® Vascular Delivery System Study

BARD® LIFESTENT® Vascular Delivery System Study Principal Safety  

and Effectiveness Table

Variable Test % (n/N)

 Stent Fracture Analysis

Classification Type

1

2

3

 * Please note that the fracture analysis in the RESILIENT Study was conducted by an  

independent core laboratory 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 into four distinct types. Since study initiation, 

other stent classification systems have been proposed (Scheinert et al, 2005; Roca-Singh et 

al., 2007; Popma et al., 2009). The classification system published by Rocha-Singh et al., is 

currently used by many core labs in the US, and splits the Type 4 fractures as defined by Allie 

et al. into “stent fracture(s) with mal-alignment of components”(Type 4) and “stent fracture(s) 

in a trans-axial spiral configuration” (Type 5). The Type 4 fractures in the RESILIENT Study 

were not sub-categorized according to the system proposed by Rocha-Singh and colleagues.

 

 

 

RESILIENT Fracture Analysis (18 Months)

Type Count (stents/subjects)

6/6

1/1

12/11

LIFESTENT

LIFESTENT
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Freedom from Restenosis for Popliteal Segment 1

      

Control PTA Test Stent

Time
Survival

%[95% CI]

Subjects 

with 

Event

Cen- 

sored 

Subjects

Subjects  

at Risk

Survival

%[95% CI]

Subjects  

with 

Event

Cen-

sored 

Subjects

Subjects  

at Risk

180 
10 2 25 2 3 30

365 
20 13 10 21

20 11 6 15 11 9

Freedom from Restenosis for Popliteal P2/P3

      

Control PTA Test Stent

Time
Survival

%[95% CI]

Subjects 

with 

Event

Cen- 

sored 

Subjects

Subjects  

at Risk

Survival

%[95% CI]

Subjects  

with 

Event

Cen-

sored 

Subjects

Subjects  

at Risk

180 
26 6 58 9

365 
28 18 19

33 9 23 39 22

 
 

to LIFESTENT

 

c. Retrospective Analysis of LIFESTENT® Vascular Stent Systems in the Treatment of  

Long-Segment Lesions

Freedom from TLR/TVR* by Time and Lesion Length

Variable

12 months Weibull* / 

Kaplan-Meier  

(n/N**at 12 months)

24 months Weibull* / 

Kaplan-Meier

(n/N**at 24 months)

LIFESTENT® and LIFESTENT

 
 

 Freedom from Death/Amputation*

12 months (n/N**)

d.  ETAP Randomized Physician-Sponsored Study

Restenosis 12 and 24 Months – PVR > 2.4

12 mon

32 30 65

26 23 58 50
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N. Directions for Use

 Pre-Deployment Procedure

1. Inject Contrast Media

2. Evaluate and Mark Target Site

3. Select Stent Size

Stent Size Selection Table:

6 mm

4. Materials Required

LIFESTENT® SOLO

LIFESTENT® SOLO

5. Prepare Stent System

-

 Figure 3.

Note:  DO NOT

 Figure 4.

 

X-ray Reported Stent Fractures

 

12-month 23

25 0

K. Patient Selection and Treatment

BARD® 
LIFESTENT

 and .

L. Patient Counseling Information

LIFESTENT® implant.

term.

LIFESTENT® SOLO

implant.

M. How Supplied

STERILE: FOR SINGLE USE ONLY. LIFESTENT® SOLO

Bard Peripheral Vascular, Inc.

CONTENTS LIFESTENT® SOLO

LIFESTENT® SOLO

STORAGE:

DISPOSAL INSTRUCTIONS:
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Note:  DO NOT

 Figure 7

DO NOT

5. Post stent placement

Note:

Note:  
regimen for each patient.

 Stent Deployment Procedure

1. Insert Introducer Sheath and Guidewire

Recommended Guidewire Length Table

135 cm 300 cm

100 cm 260 cm

2. Dilate Lesion

Caution:

perforation could occur.

3. Introduce stent system

Note:

Caution:

recommended.

Note:  

Caution:

4. Deploy stent

 

 Figure 5.

 

 
 

throughout the procedure.

 Figure 6.



DISCLAIMER OF WARRANTY

BARD PERIPHERAL VASCULAR, INC. WARRANTS TO THE FIRST PURCHASER OF THIS PRODUCT, THAT THIS PRODUCT WILL BE FREE FROM 

DEFECTS IN MATERIALS AND WORKMANSHIP FOR A PERIOD OF ONE YEAR FROM THE DATE OF FIRST PURCHASE AND LIABILITY UNDER THIS 

LIMITED PRODUCT WARRANTY WILL BE LIMITED, TO REPAIR OR REPLACEMENT OF THE DEFECTIVE PRODUCT, IN BARD‘S SOLE DISCRETION, 

OR REFUNDING YOUR NET PRICE PAID. WEAR AND TEAR FROM NORMAL USE OR DEFECTS RESULTING FROM MISUSE OF THIS PRODUCT IS 

NOT COVERED BY THIS LIMITED WARRANTY. 

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW, THIS LIMITED PRODUCT WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, WHETHER 

EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR 

PURPOSE. IN NO EVENT WILL BARD PERIPHERAL VASCULAR, INC. BE LIABLE TO YOU FOR ANY INDIRECT, INCIDENTAL OR CONSEQUENTIAL 

DAMAGES RESULTING FROM YOUR HANDLING OR USE OF THIS PRODUCT.
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Symbols Used on Labeling

Consult Instructions For Use

Keep Away From Sunlight

Keep Dry

Do Not Use If Package Is Damaged

Single Use

Do Not Resterilize

Contents: (1)

MR Conditional

Not Made with Natural Rubber Latex

Non-Pyrogenic

Catalogue Number

Lot Number 

Sterilized Using Ethylene Oxide

Use By

Manufacturer

Minimum Introducer Size

Guidewire Compatibility

Do not use if the temperature exposure
indicator label is black

Stent Length

Stent Diameter

Do not rotate the grip while extracting  
the stent system from the tray. 

    Working Length

    System Length
Labeling Issue Date: 

2016-06

!

mm

mm

cm

cm



Distributed by:

Bard Peripheral Vascular, Inc.
rd

CAUTION: Federal (U.S.A.) law restricts this device to sale by or on order of a physician.

Manufacturer: 

 

Angiomed GmbH & Co. Medizintechnik KG

B05692 Rev.9/06-16


