
EverFlex™
Self-Expanding Peripheral Stent System

INSTRUCTIONS FOR USE

DEVICE DESCRIPTION
The EverFlex™ Self-Expanding Peripheral Stent System is a self-expanding Nitinol stent system intended for permanent 

implantation. The self-expanding stent is made of a nickel titanium alloy (Nitinol) and comes pre-mounted on a 6F, 0.035”  

over-the-wire delivery system. The stent is cut from a Nitinol tube in an open lattice design, and has tantalum radiopaque markers 

at the proximal and distal ends of the stent. Upon deployment, the stent achieves its predetermined diameter and exerts a constant, 

gentle outward force to establish patency.  

The Delivery System, as shown in Figures 1, 1a, and 1b, includes an inner subassembly (1) and outer subassembly (2), which 

DUH�ORFNHG�WRJHWKHU�ZLWK�D�VDIHW\�ORFN������7KH�LQQHU�VXEDVVHPEO\�WHUPLQDWHV�GLVWDOO\�LQ�D�ÀH[LEOH�FDWKHWHU�WLS�����DQG�RULJLQDWHV�
proximally at the hub (5).

The distal portion of the Delivery System for the 20 – 150 mm stents, as shown in Figure 1a, is comprised of two radiopaque 

markers, one marker distal (6) and one marker/retainer proximal (7) to the stent, on the inner subassembly.

The distal portion of the Delivery System for the 200 mm stents, as shown in Figure 1b, includes the same components as those in 

Figure 1a�H[FHSW�IRU�WKH�UDGLRSDTXH�PDUNHUV��RQH�PDUNHU�UHWDLQHU�GLVWDO������DQG�RQH�PDUNHU�KROGHU�SUR[LPDO������WR�WKH�VWHQW��RQ�
the inner subassembly.

The outer sheath connects proximally to the manifold subassembly (8). The self-expanding stent is constrained within the space 

EHWZHHQ�WKH�LQQHU�DQG�RXWHU�VXEDVVHPEOLHV��7KLV�VSDFH�LV�ÀXVKHG�SULRU�WR�WKH�SURFHGXUH�WKURXJK�WKH�VWRSFRFN������7KH�RXWHU�
subassembly has a radiopaque marker at its distal end (10).

The stent is positioned at the target lesion using the two radiopaque markers on the inner subassembly and the radiopaque markers 

on the stent. 

For stent deployment, turn the safety lock counterclockwise to unlock the outer subassembly. The outer subassembly retracts by 

pulling the distal grip (11) toward the proximal grip (12). Stent deployment is complete when the radiopaque marker on the outer 

subassembly passes the proximal radiopaque marker on the inner subassembly.

Figure 1a: Distal Por!on of 20 – 150 mm Delivery System  

Figure 1b: Distal Por!on of 200 mm Delivery System  

1. Inner Subassembly 8. Manifold Subassembly
2. Outer Subassembly 9. Stopcock
3. Safety Lock 10. Outer Subassembly Distal Marker Band
4. Distal Catheter Tip 11. Distal Grip 
5. Proximal Hub 12. Proximal Grip
6. Inner Subassembly Distal Marker Band 13. Inner Subassembly Distal Marker Band/Retainer
7. Inner Subassembly Proximal Marker Band/

Retainer
14. Inner Subassembly Proximal Marker/Holder

Figure 1:  Delivery System

INDICATIONS FOR USE
The EverFlex Self-Expanding Peripheral Stent System is intended to improve luminal diameter in the treatment of symptomatic  

GH�QRYR�RU�UHVWHQRWLF�OHVLRQV�XS�WR����PP�LQ�OHQJWK�LQ�WKH�QDWLYH�6XSHU¿FLDO�)HPRUDO�$UWHU\��6)$��DQG�RU�SUR[LPDO�SRSOLWHDO�DUWHULHV�
ZLWK�UHIHUHQFH�YHVVHO�GLDPHWHUV�UDQJLQJ�IURP�����±����PP�

CONTRAINDICATIONS
 Patients in whom anticoagulant and/or antiplatelet therapy is contraindicated.

 Patients with known hypersensitivity to nickel titanium.

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

or stent delivery system.

WARNINGS
 The device is provided STERILE for single use only.  Do not reprocess or resterilize. Reprocessing and resterilizing could increase 

the risk of patient infection and risk of compromised device performance. 

 If resistance is encountered at any time during the insertion procedure, do not force passage. Resistance may cause damage to 

stent or vessel. Carefully withdraw the stent system without deploying the stent.

 If resistance is felt when initially pulling back on the distal grip, do not force deployment. Carefully withdraw the stent system without 

deploying the stent.

 If resistance is met during delivery system withdrawal, advance the outer sheath until the outer sheath marker contacts the catheter 

tip and withdraw the system as one unit.

PRECAUTIONS
 Carefully inspect the sterile package and device prior to use to verify that no damage occurred during shipment.

 'R�QRW�H[FHHG�����SVL������$70�ZKLOH�IOXVKLQJ�WKH�GHOLYHU\�V\VWHP�
 Do not use if the stent is partially deployed upon removal from the package, or before starting the deployment procedure.

 Support from a sheath is necessary to minimize lengthening or shortening during stent deployment.

 $OZD\V�XVH�D�VKHDWK�GXULQJ�WKH�LPSODQW�SURFHGXUH�WR�SURWHFW�ERWK�WKH�YHVVHO�DQG�SXQFWXUH�VLWH�
 Failure to pre-dilate the lesion may impair the ability to remove the stent system after stent deployment. 

 The stent system is not designed for recapturing or repositioning after establishing vessel apposition. 

 Failure to hold the proximal grip in a fixed position may result in partial deployment, foreshortening, lengthening or increased 

deployment force.

 The stent is not designed to be lengthened or shortened past its nominal length. Excessive stent lengthening or shortening may 

increase the risk of stent fracture.

 Use caution when crossing a deployed stent with any adjunct device.

 Stent should not be expanded past its nominal diameter.

ADVERSE EVENTS
The EverFlex Self-Expanding Peripheral Stent System was evaluated in a study titled the US StuDy for EvalUating EndovasculaR 

7UH$WPHQWV�RI�/HVLRQV�LQ�WKH�6XSHU¿FLDO�)HPRUDO�$UWHU\�DQG�3UR[LPDO�3RSOLWHDO�%\�XV,QJ�WKH�(YHUI/H[�1LW,QRO�67HQW�6<VWHP�,,�
�'85$%,/,7<�,,����$�WRWDO�RI�����VXEMHFWV�ZHUH�HQUROOHG���7KH�SULPDU\�REMHFWLYH�ZDV�WR�HYDOXDWH�WKH�VDIHW\�DQG�HIIHFWLYHQHVV�RI�SULPDU\�
VWHQWLQJ�XVLQJ�WKH�(YHU)OH[�6HOI�([SDQGLQJ�6WHQW�6\VWHP�FRPSDUHG�WR�SHUFXWDQHRXV�WUDQVOXPLQDO�DQJLRSODVW\��37$��SHUIRUPDQFH�
JRDOV�IRU�WKH�WUHDWPHQW�RI�VWHQRWLF��UHVWHQRWLF�RU�RFFOXGHG�OHVLRQV��QRQ�VWHQWHG��RI�WKH�QDWLYH�VXSHU¿FLDO�IHPRUDO�DUWHU\�RU�WKH�VXSHU¿FLDO�
femoral and proximal popliteal arteries.

Table 1�SURYLGHV�D�VXPPDU\�RI�WKH�DGYHUVH�HYHQWV�GRFXPHQWHG�LQ�WKH�'85$%,/,7<�,,�VWXG\��7KH�GDWD�DUH�SUHVHQWHG�DV�D�SHUFHQWDJH�
RI�VXEMHFWV�H[SHULHQFLQJ�DQ�$(�IROORZHG�E\�WKH�WRWDO�QXPEHU�RI�HYHQWV�LQ�EUDFNHWV��

Table 1: Summary of Adverse Events

Adverse Event Events at < 30 days Events at < 1 Year Total Events

Total Subjects with AEs* 45.3% (129/285) [210] 86.1% (242/281) [756] 87.8% (252/287) [1111]
   Allergic Reaction 1.4% (4/285) [4] 1.8% (5/281) [5] 1.7% (5/287) [5]
   Amputation 0.4% (1/285) [1] 0.7% (2/281) [2] 1.4% (4/287) [4]
   Angina 0.4% (1/285) [1] 4.3% (12/281) [13] 7.0% (20/287) [22]
   Arrhythmia 0.7% (2/285) [2] 2.8% (8/281) [9] 3.8% (11/287) [12]
   Arterial Dissection/ 
   Perforation

14.0% (40/285) [42] 15.3% (43/281) [49] 15.0% (43/287) [51]

   Bleeding Disorders  
   (including GI, Lymphatic)

1.8% (5/285) [5] 5.0% (14/281) [15] 6.6% (19/287) [22]

   Cerebrovascular Accident -- 1.8% (5/281) [5] 2.8% (8/287) [8]
   Death** -- 0.7% (2/281) [2] 1.4% (4/287) [4]
   Edema 1.8% (5/285) [5] 5.0% (14/281) [14] 6.6% (19/287) [22]
   GI Bleeding 0.4% (1/285) [1] 1.4% (4/281) [4] 2.1% (6/287) [6]
   Hematoma at Vascular  
   Access Site

3.9% (11/285) [11] 3.9% (11/281) [11] 3.8% (11/287) [11]

   Hypertension/ 
   Hypotension

2.1% (6/285) [6] 4.3% (12/281) [12] 4.9% (14/287) [16]

   Infection, local or  
   systemic including  
   Bacteremia or Septicemia

0.4% (1/285) [1] 3.6% (10/281) [11] 5.6% (16/287) [22]

   Myocardial Infarction -- 1.1% (3/281) [3] 2.1% (6/287) [6]

   Other Cardiac Disorders 0.7% (2/285) [2] 8.5% (24/281) [26] 9.8% (28/287) [34]

   Other GU Disorders 0.7% (2/285) [2] 3.2% (9/281) [10] 4.9% (14/287) [17]

   Other Gastrointestinal  
   Disorders

3.2% (9/285) [11] 12.8% (36/281) [52] 13.9% (40/287) [69]

   Other Musculoskeletal  
   Disorders

4.6% (13/285) [15] 14.9% (42/281) [52] 20.2% (58/287) [81]

   Other Respiratory Issues 0.4% (1/285) [1] 10.7% (30/281) [34] 14.6% (42/287) [54]

   Other Vascular Disorders 5.3% (15/285) [16] 21.7% (61/281) [81 ] 32.1% (92/287) [133]
   Percutaneous 
   Revascularization

0.4% (1/285) [1] 4.3% (12/281) [14] 4.5% (13/287) [17]

   Pseudoaneurysm 1.4% (4/285) [4] 1.4% (4/281) [4] 1.4% (4/287) [4]
���5HQDO�,QVXI¿FLHQF\� 
   Failure

-- 1.1% (3/281) [3] 1.4% (4/287) [4]

   Restenosis 1.4% (4/285) [4] 21.7% (61/281) [66] 32.8% (94/287) [113]
���6ORZ�1R�ÀRZ�GXULQJ� 
   procedure

0.7% (2/285) [2] 0.7% (2/281) [2] 0.7% (2/287) [2]

   Stent/Vessel Thrombosis 0.4% (1/285) [1] 3.6% (10/281) [11] 4.2% (12/287) [13]
   Vessel Spasm 0.4% (1/285) [1] 0.4% (1/281) [1] 0.3% (1/287) [1]
   Other 18.9% (54/285) [71] 46.3% (130/281) [245] 51.6% (148/287) [358]
* The denominators in each column represent the number of subjects with adverse events for the reported time period (285 

VXEMHFWV�DW�����GD\V������VXEMHFWV�DW����\HDU������WRWDO�VXEMHFWV��
�&RXQW�RI�$(V�ODEHOHG�³GHDWK´�LV�OHVV�WKDQ�WRWDO�QXPEHU�RI�VWXG\�GHDWKV�VLQFH�GHDWK�PD\�EH�DWWULEXWDEOH�WR�RWKHU�$(V�

 

POTENTIAL ADVERSE EVENTS
The potential adverse effects (e.g., complications) that may occur and/or require intervention with the use of this device include, but 

are not limited to:  

CLINICAL STUDIES
7KH�86�6WX'\�IRU�(YDO8DWLQJ�(QGRYDVFXOD5�7UH$WPHQWV�RI�/HVLRQV�LQ�WKH�6XSHU¿FLDO�)HPRUDO�$UWHU\�DQG�3UR[LPDO�3RSOLWHDO�%\�XV,QJ�
WKH�(YHUI/H[�1LW,QRO�67HQW�6<VWHP�,,��'85$%,/,7<�,,��VWXG\�ZDV�D�SURVSHFWLYH��PXOWL�FHQWHU��QRQ�UDQGRPL]HG��VLQJOH�DUP�VWXG\��
'85$%,/,7<�,,�FRPSDUHG�SHUFXWDQHRXV�WUDQVOXPLQDO�DQJLRSODVW\��37$��DQG�SULPDU\�VWHQWLQJ�ZLWK�WKH�(YHU)OH[��VWHQW�WR�SHUIRUPDQFH�
JRDOV�RI�37$�DORQH�LQ�WKH�WUHDWPHQW�RI�DWKHURVFOHURWLF�OHVLRQV�RI�WKH�QDWLYH�VXSHU¿FLDO�IHPRUDO�DUWHU\��6)$��RU�WKH�VXSHU¿FLDO�IHPRUDO�
and proximal popliteal arteries.  The safety and effectiveness performance goals were based on an aggregate of published trial data 

DV�GHVFULEHG�E\�9,9$�SK\VLFLDQV�,QF���93,����'85$%,/,7<�,,�ZDV�FRQGXFWHG�DW����86�DQG�IRXU�(XURSHDQ�LQYHVWLJDWLRQDO�VLWHV���$�WRWDO�
of 287 subjects were enrolled.  Eligible subjects either had stenotic, restenotic (non-stented) or occluded lesions.  The reference 

YHVVHO�GLDPHWHU�RI�WKH�WUHDWHG�VXEMHFWV�ZDV�WR�EH���������PP�DQG�WKH�OHVLRQ�OHQJWK�IURP������FP�ORQJ���6XEMHFWV�KDG�WR�KDYH�
5XWKHUIRUG�&OLQLFDO�&DWHJRULHV�RI�������6XEMHFW�IROORZ�XS�RFFXUUHG�DW����GD\V����PRQWKV�������DQG���\HDUV�SRVW�SURFHGXUH���7KH�SULPDU\�
VDIHW\�HQGSRLQW�IRU�WKH�VWXG\�ZDV�PDMRU�DGYHUVH�HYHQW��0$(��UDWH�DW����GD\V�DQG�WKH�SULPDU\�HIIHFWLYHQHVV�HQGSRLQW�ZDV�SULPDU\�
stent patency rate at 1 year.

SUBJECT ELIGIBILITY CRITERIA 
6XEMHFWV�ZLWK�VWHQRVLV�RI�WKH�QDWLYH�VXSHU¿FLDO�IHPRUDO�DUWHU\�RU�WKH�VXSHU¿FLDO�IHPRUDO�DQG�SUR[LPDO�SRSOLWHDO�DUWHULHV��ZKR�FRQVHQWHG�
WR�SDUWLFLSDWH��ZHUH�HOLJLEOH�IRU�LQFOXVLRQ�LQ�WKH�'85$%,/,7<�,,�VWXG\���7R�EH�LQFOXGHG��WKH\�KDG�WR�EH�DW�OHDVW����\HDUV�ROG�

SUBJECT FOLLOW-UP 
Table 2�VXPPDUL]HV�VXEMHFW�IROORZ�XS�FRPSOLDQFH�LQ�WKH�'85$%,/,7<�,,�VWXG\��3HUFHQWDJHV�DUH�EDVHG�RQ�VXEMHFWV�H[SHFWHG�IRU�
each follow-up visit.  Subjects expected for each follow-up visit included those who had completed the visit and those who had not 

completed the visit but for whom the visit window had closed.  

Table 2: Summary of Subject Compliance

Time Compliance
Pre-discharge 100% (287/287)

30 Days 98% (280/287)
6 Months 96% (275/287)

1 Year 92% (263/287)
2 Year 81% (72/89)
3 Year 79% (11/14)

 

%DVHOLQH�GHPRJUDSKLFV�DQG�FOLQLFDO�FKDUDFWHULVWLFV�DUH�SUHVHQWHG�LQ Table 3.
Table 3: Demographics and Baseline Clinical Characteristics

Subject Characteristics N=287
Age (yrs.)
   Mean ± SD (N) 67.7 ± 10.7 (287)
   Range (min, max) (39.4, 93.3)
Male 66.2% (190/287)

Race
   White/Caucasian 88.9% (255/287)
   African 7.7% (22/287)
   Asian 0.7% (2/287)
   Hispanic 2.4% (7/287)
   Other 0.3% (1/287)

Risk Factors
Diabetes 42.5% (122/287)
   Type I 3.1% (9/287)
   Type II 39.4% (113/287)
Hyperlipidemia 86.1% (247/287)
Hypertension 88.2% (253/287)
5HQDO�,QVXI¿FLHQF\ 9.8% (28/287)
Current smoker 39.0% (112/287)

Medical History
Angina 17.4% (50/287)
Arrhythmia 13.9% (40/287)
Congestive heart failure (CHF) 9.4% (27/287)
Stroke 6.3% (18/287)
Transient ischemic attack (TIA) 4.9% (14/287)
Myocardial infarction 20.9% (60/287)
Non-healing ischemic ulcer in the lower extremities 1.4% (4/287)
Amputation of the lower extremities 1.0% (3/287)
3UHYLRXV�LQWHUYHQWLRQV�LQ�WKH�VXSHU¿FLDO�IHPRUDO�RU�
popliteal arteries

41.1% (118/287)

Clinical Characteristics
Rutherford Clinical Category
   2=Moderate claudication 39.4% (113/287)
   3=Severe claudication 55.7% (160/287)
   4=Ischemic rest pain 4.5% (13/287)
   5=Minor tissue loss 0.3% (1/287)
Ankle Brachial Index
   Mean ± SD (N) 0.69 ± 0.19 (281*)
   Range (min, max) (0.06, 1.38)
$%,�QRW�DYDLODEOH�IRU���VXEMHFWV�GXH�WR�QRQ�FRPSUHVVLEOH�DUWHULHV

Table 4 presents baseline characteristics (assessed by the angiographic core laboratory except as otherwise noted), including lesion 

location, length and pre-procedure vessel diameter.  

Per site assessment, normal-to-normal lesion was determined by measuring the length of the target lesion from healthy tissue to 

healthy tissue.  In contrast, 20-to-20 lesion length was determined by measuring between the proximal and distal points at which 

WKH�OHVLRQ�ZDV�����VWHQRVHG�E\�WKH�DQJLRJUDSKLF�FRUH�ODERUDWRU\���7KH�PHDQ�OHVLRQ�OHQJWK�ZDV�������PP�E\�WKH�QRUPDO�WR�QRUPDO�
PHWKRG�DQG������PP�E\�WKH����WR����PHWKRG�

Table 4: Baseline Target Lesion Characteristics

Lesion Characteristics N=287
   SFA Location
   Superior SFA 27.5% (79/287)
   Inferior SFA 70.4% (202/287)
   Popliteal 2.1% (6/287)
Lesion length (mm) (Normal-to-normal)*
   Mean ± SD (N) 109.6 ± 45.0 (287)
   Range (min, max) (10.0, 180.0)
Lesion Length (mm) (20-to-20)
   Mean ± SD (N) 89.1 ± 44.8 (287)
   Range (min, max) (7.3, 200.9)
Pre-procedure Reference Vessel Diameter (mm)
   Mean ± SD (N) 4.8 ± 0.9 (287)
   Range (min, max) (2.7, 8.0)
Pre-procedure Minimum Lumen Diameter (mm)
   Mean ± SD (N) 0.7 ± 0.8 (287)
   Range (min, max) (0.0, 2.7)
Pre-procedure Diameter Stenosis (%)
   Mean ± SD (N) 85.8 ± 16.2 (287)
   Range (min, max) (50.7, 100.0)
Occlusion 48.1% (138/287)
Bend 100.0% (287/287)
&DOFL¿FDWLRQ
   None/Mild 30.0% (86/287)
   Moderate 26.8% (77/287)
   Severe 43.2% (124/287)
Ulcerated 10.5% (30/287)
Aneurysm 1.0% (3/287)
* Normal-to-normal lesion length assessed per site investigator

 
CLINICAL RESULTS
7KH�SULPDU\�HIIHFWLYHQHVV�DQDO\VLV�ZDV�VSHFL¿HG�WR�RFFXU�XVLQJ�WKH�¿UVW�����VLQJOH�VWHQW�VXEMHFWV���%HFDXVH�WKH�SULPDU\�VDIHW\�
DQDO\VLV�ZDV�SUH�VSHFL¿HG�WR�RFFXU�XVLQJ�DOO�����HQUROOHG�VXEMHFWV��VDIHW\�DQG�HIIHFWLYHQHVV�GDWD�IURP�WKH�����SDWLHQW�,QWHQW�WR�7UHDW�
FRKRUW�XVLQJ�WKH�VDPH�HQGSRLQWV�DQG�GH¿QLWLRQV�ZHUH�DOVR�DYDLODEOH��%HFDXVH�WKLV�ODUJHU�DQDO\VLV�\LHOGHG�VLPLODU�UHVXOWV�DV�WKH�
DQDO\VLV�RI�WKH�¿UVW�����VLQJOH�VWHQW�VXEMHFWV��WKH�UHVXOWV�RI�WKH�DQDO\VLV�RI�WKH�IXOO�FRKRUW�DUH�SUHVHQWHG�

Primary Safety Endpoint
7KH�SULPDU\�VDIHW\�HQGSRLQW�ZDV�WKH�PDMRU�DGYHUVH�HYHQW�UDWH�DW����GD\V���0$(�ZDV�GH¿QHG�DV�FOLQLFDOO\�GULYHQ�WDUJHW�OHVLRQ�
revascularization (TLR), amputation of treated limb, or all-cause mortality, as adjudicated by the Clinical Event Committee (CEC).   

7KH����GD\�0$(�UDWH�ZDV����(Table 5)���7KH�������XSSHU�FRQ¿GHQFH�ERXQG�ZDV�������DV�FDOFXODWHG�E\�WKH�([DFW�PHWKRG���ZKLFK�LV�
less than the performance goal (PG) of 12%.

Table 5: Summary of Primary Safety Endpoint

MAE within 30 Days N = 284* 97.5% Upper 
&RQ¿GHQFH�%RXQG

Performance 
Goal

Objective 
Met

Subjects with MAE within 30 Days 0.0% (0/284) [0] 1.1% 12% Yes

    Death 0.0% (0/284) [0] -- -- --
    Amputation of treated limb 0.0% (0/284) [0] -- -- --
    Clinically-driven TLR 0.0% (0/284) [0] -- -- --
*The denominator included subjects who had completed the 30-day follow-up visit (N=280) and those who did not complete the 

���GD\�YLVLW�EXW�FDPH�EDFN�IRU�ODWHU�IROORZ�XS�YLVLWV��1 ����7KUHH�����VXEMHFWV�ZLWK�QR�UHSRUWHG�0$(V�SULRU�WR����GD\V��ZKR�GLG�QRW�
complete the 30-day visit, and were without any further follow-up information were not included in the analysis.

Primary Effectiveness Endpoint
7KH�SULPDU\�HIIHFWLYHQHVV�HQGSRLQW�ZDV�SULPDU\�VWHQW�SDWHQF\��GH¿QHG�DV�3HDN�6\VWROLF�9HORFLW\��369��UDWLR�������DW�WKH�VWHQWHG�
target lesion with no clinically-driven reintervention within the stented segment as measured at the 1-year follow-up day. Primary 

stent patency was evaluated in all enrolled subjects with evaluable 1-year data (N=226, excluding out-of-window duplexes) and was 

achieved in 67.7% (153/226) of the subjects (Table 6)��7KH�������ORZHU�FRQ¿GHQFH�ERXQG�RI�������LV�JUHDWHU�WKDQ�WKH�3*�RI������
Therefore, the primary effectiveness endpoint was met and the null hypothesis is rejected.

In twenty-seven (27) subjects, the 1-year duplex data were evaluable but obtained out of the 1-year follow-up visit window. If the 27 

VXEMHFWV�ZLWK�RXW�RI�ZLQGRZ�GXSOH[HV�ZHUH�LQFOXGHG�LQ�WKH�DQDO\VLV��WKH�SULPDU\�VWHQW�SDWHQF\�ZRXOG�EH�DFKLHYHG�LQ�����������������
of the subjects.
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Contact Information 
If you have any questions or comments regarding the use of this product contact: 

 $EUXSW�RU�VXE�DFXWH�FORVXUH
 $OOHUJLF�UHDFWLRQ�WR�GHYLFH�PDWHULDOV�RU�
procedure medications

 $OOHUJLF�UHDFWLRQ�WR�1LWLQRO
 $PSXWDWLRQ
 $QHXU\VP
 $QJLQD
 $UUK\WKPLD
 $UWHULR�YHQRXV�ILVWXOD
 $UWHU\�SHUIRUDWLRQ�RU�UXSWXUH
 %OHHGLQJ�UHTXLULQJ�WUDQVIXVLRQ
 %UXLVLQJ
 Contrast medium reaction/renal failure

 Death

 Device breakage

 Dissection or intimal flap

 Edema

 Embolism

 Failure to deploy stent

 Fever

 Gastrointestinal bleeding due to 

anticoagulation

 Hematoma

 Hypertension/hypotension

 Infection

 Inflammation

 Intraluminal thrombus

 0\RFDUGLDO�LQIDUFWLRQ
 Pain

 Partial stent deployment

 Pseudoaneurysm

 Renal failure requiring dialysis

 Renal insufficiency (new or worsening)

 Restenosis

 Sepsis

 Shock

 Stent collapse or fracture

 Stent migration

 Stent misplacement

 Stroke

 Surgical or endovascular intervention

 Thrombosis/occlusion of the stent

 Transient ischemic attack

 Venous thromboembolism

 Vessel spasm



Table 6: Summary of Primary Effectiveness Endpoint

Primary Effectiveness 
Endpoint

Primary Stent 
Patency Rate

99.26% Lower 
&RQ¿GHQFH�

Bound

Performance 
Goal

Objective 
Met

Single-stent & multi-stent subjects 
(Exclude Out-of-Window Duplex)

67.7% (153/226) 61.2% 57.0% Yes

Single-stent & multi-stent subjects 
(Include Out-of-Window Duplex)

68.4% (173/253) 62.3% 57.0% Yes

7KH�SULPDU\�VWHQW�SDWHQF\�UDWH�ZDV�DOVR�DQDO\]HG�XVLQJ�WKH�.DSODQ�0HLHU�PHWKRG��7KH�DQDO\VLV�FRKRUW�FRQVLVWHG�RI�DOO�HQUROOHG�
subjects.

$V�SUHVHQWHG�LQ�Figure 2 and Table 7��WKH�IUHHGRP�IURP�ORVV�RI�SULPDU\�SDWHQF\��3695�������DQG�QR�FOLQLFDOO\�GULYHQ�UHLQWHUYHQWLRQ�
within the stented segment) at 1 year was 77.2%.  

Figure 2: Freedom from Loss of Primary Patency

Table 7: Probability of Freedom from Loss of Primary Patency

Month # At Risk Cumulative # 
Events

Cumulative 
Censored 

Probability 
Event Free

95% CI

0 287 0 0 100% -
1 285 0 2 100% -
6 273 9 5 96.8% 94.0%-98.3%

12 181 61 45 77.2% 71.7%-81.8%

 
Table 8 provides stent patency at 1-year broken out by lesion length, as assessed by the Corelab.

Table 8: Primary Stent Patency at 1-Year by Lesion Length as Assessed by Corelab

Primary Stent Patency at 1-Year Lesion Length  
0-150 mm

Lesion Length  
>150-180 mm

Lesion Length  
>180 mm

3URWRFRO�GH¿QHG�SULPDU\�DQDO\VLV 71.8% (145/202) 50.0% (8/16) 0.0% (0/8)

Kaplan-Meier analysis of freedom from loss 
of primary patency

80.8% 65.0% 14.8%

;�UD\V�RQ�����VWHQWV������VXEMHFWV��ZHUH�DYDLODEOH�IRU�DQDO\VLV�E\�WKH�DQJLRJUDSKLF�FRUH�ODERUDWRU\�IRU�VWHQW�IUDFWXUHV�DW���\HDU��6WHQW�
IUDFWXUHV�LGHQWL¿HG�E\�WKH�FRUH�ODERUDWRU\�ZHUH�HYDOXDWHG�DQG�FODVVL¿HG�E\�WKH�6WHQW�)UDFWXUH�&RPPLWWHH��2QH�VXEMHFW�KDG�D�FODVV�9�
IUDFWXUH�LQ�WKH�VLQJOH�VWHQW�LPSODQWHG��7KH�VWHQW�IUDFWXUH�UDWH�ZDV��������������DW���\HDU��Table 9).
Table 9: Stent Fracture at 1 Year1

N=260*
Stent Fracture 0.4% (1/260)
Class I - One strut fracture 0.0% (0/260)
Class II - Multiple strut fracture 0.0% (0/260)
Class III - Complete linear horizontal fracture without displacement 0.0% (0/260)
Class IV - Complete linear horizontal fracture with displacement 0.0% (0/260)
Class V- Trans-axial spiral fracture with displacement 0.4% (1/260)
*�'HQRPLQDWRU�ZDV�QXPEHU�RI�VWHQWV�LQ�����VXEMHFWV�ZKR�KDG�FRPSOHWHG�WKH���\HDU�IROORZ�XS�YLVLW�DQG�IRU�ZKRP�HYDOXDEOH�
X-rays were available.

Supplemental Clinical Information
'85$%,/,7<�,2���6WXG\�0HDVXULQJ�WKH�'XUDELOLW\�RI�WKH�3527e*e��(YHU)OH[��6WHQW�LQ�/HVLRQV�RI�WKH�6XSHU¿FLDO�)HPRUDO�$UWHU\���
ZDV�D�PXOWL�FHQWHU��QRQ�UDQGRPL]HG��SURVSHFWLYH�VWXG\��,W�ZDV�GHVLJQHG�WR�HYDOXDWH�WKH�VDIHW\�DQG�HI¿FDF\�RI�WKH�(YHU)OH[�VWHQW�LQ�WKH�
WUHDWPHQW�RI�GH�QRYR��UHVWHQRWLF�RU�UHRFFOXGHG�6)$�OHVLRQV�LQ�V\PSWRPDWLF�3$'�SDWLHQWV��7KH�VWXG\�HQUROOHG�����VXEMHFWV������WDUJHW�
OHVLRQV��EHWZHHQ�$XJXVW�������DQG�-XQH�������DW����FHQWHUV�LQ�(XURSH��7HFKQLFDO�6XFFHVV�ZDV�DFKLHYHG�LQ�DOO�SDWLHQWV��7KH�SULPDU\�
SDWHQF\��GH¿QHG�DV�3695��������UDWH�DW����PRQWKV�ZDV��������7KH�WDUJHW�OHVLRQ�UHYDVFXODUL]DWLRQ�UDWH�ZDV�������DW����PRQWKV�� 
7KH�VHFRQGDU\�SDWHQF\�UDWH�DW����PRQWKV�ZDV������������������6WHQW�IUDFWXUHV�ZHUH�IRXQG�LQ����RI�����VXEMHFWV�ZLWK�DYDLODEOH�[�UD\�
GDWD��UHVXOWLQJ�LQ�D����PRQWK�VWHQW�IUDFWXUH�UDWH�RI�������(ORQJDWLRQ�RI�WKH�(YHU)OH[�VWHQW�GXULQJ�LPSODQWDWLRQ�ZDV�LGHQWL¿HG�LQ�����
�������RI�WKH�IUDFWXUHG�VWHQWV�DW����PRQWKV���$Q�LPSURYHPHQW�RI�5XWKHUIRUG�FODVVL¿FDWLRQ�ZDV�DFKLHYHG�LQ�����������������RI�SDWLHQWV�
at 12 months.  

 

PROCEDURE
PREPARATION PROCEDURES

WARNING:  The device is provided STERILE for single use only.  Do not reprocess or resterilize.  
Reprocessing and resterilizing could increase the risk of patient infection and risk of 
compromised device performance. 

1. Required Items for Implantation Procedure
 5-10 cc syringe filled with heparinized saline

 0.035” Exchange guidewire

 Hemostatic sheath

 37$�%DOORRQ

2. Select Stent Size
0HDVXUH�WKH�GLDPHWHU�RI�WKH�UHIHUHQFH�YHVVHO��SUR[LPDO�DQG�GLVWDO�WR�OHVLRQ���5HIHU�WR�Table 10�IRU�VWHQW�GLDPHWHU�VL]LQJ��0HDVXUH�WKH�
length of the target lesion. Choose a stent length that will extend proximal and distal to the target lesion.

Table 10: Stent Diameter and Length Sizing 

Stent Diameter (mm) Reference Vessel Diameter (mm) Stent Length (mm)
6 4.5 - 5.5 20, 30, 40, 60, 80,100, 120, 150, 200
7 5.5 – 6.5 20, 30, 40, 60, 80,100, 120, 150, 200
8 6.5 – 7.5 20, 30, 40, 60, 80,100, 120, 150, 200

3. Preparation of Stent Delivery System
D��� 2SHQ�WKH�VKHOI�ER[�WR�UHYHDO�WKH�SRXFK�FRQWDLQLQJ�WKH�VWHQW�DQG�GHOLYHU\�FDWKHWHU�
E��� $IWHU�FDUHIXO�LQVSHFWLRQ�RI�WKH�SRXFK��ORRNLQJ�IRU�GDPDJH�WR�WKH�VWHULOH�EDUULHU��FDUHIXOO\�SHHO�RSHQ�WKH�RXWHU�SRXFK�DQG�H[WUDFW�WKH�

tray with contents.

F��� 6HW�WKH�WUD\�RQ�D�ÀDW�VXUIDFH��&DUHIXOO\�SXOO�WKH�OLG�RII�WKH�WUD\�DQG�UHPRYH�WKH�VWHQW�GHOLYHU\�V\VWHP��

CAUTION: Carefully inspect the sterile package and device prior to use to verify that no 
damage occurred during shipment.

d.  Verify the device is locked by tightening the safety lock clockwise.

CAUTION: Do not exceed 300 psi / 20 ATM while flushing the delivery system.
H��� $WWDFK�D������FF�V\ULQJH�¿OOHG�ZLWK�KHSDULQL]HG�VDOLQH�WR�WKH�VWRSFRFN�RQ�WKH�PDQLIROG��2SHQ�WKH�VWRSFRFN�DQG�YLJRURXVO\�LQMHFW�

saline into the annular space between the shafts until it comes out the outer sheath.

I��� $WWDFK�D������FF�V\ULQJH�¿OOHG�ZLWK�KHSDULQL]HG�VDOLQH�WR�WKH�SUR[LPDO�OXHU�ORFN�LQMHFWLRQ�KXE��,QMHFW�WKH�VDOLQH�VROXWLRQ�WKURXJK�WKH�
guidewire lumen until it comes out the catheter tip.

J��� ([DPLQH�WKH�GLVWDO�HQG�RI�WKH�FDWKHWHU�WR�HQVXUH�WKH�VWHQW�LV�ÀXVK�ZLWK�WKH�RXWHU�VXEDVVHPEO\��,I�D�JDS�H[LVWV�EHWZHHQ�WKH�FDWKHWHU�
tip and outer subassembly, open the safety lock and gently pull the inner shaft in a proximal direction until the gap is closed. Lock 

the safety lock after the adjustment by turning the knob clockwise.

CAUTION: Do not use if the stent is partially deployed upon removal from the package, or 
before starting the deployment procedure.

STENT DEPLOYMENT PROCEDURE
1. Insertion of Sheath and Guidewire
a.  Gain femoral access using a sheath with a hemostatic valve that is compatible with a 6F delivery system. The sheath should be of 

adequate length to provide support of stent delivery system beyond the aortoiliac arch.

CAUTION: Support from a sheath is necessary to minimize lengthening or shortening 
during stent deployment.

b.  Insert a guidewire of appropriate length across the target lesion via the sheath.

CAUTION: Always use a sheath during the implant procedure to protect both the vessel 
and puncture site.

2. Dilation of Lesion
3UH�GLODWH�WKH�OHVLRQ�XVLQJ�VWDQGDUG�37$�WHFKQLTXHV��5HPRYH�WKH�37$�EDOORRQ�IURP�WKH�SDWLHQW�ZKLOH�PDLQWDLQLQJ�OHVLRQ�DFFHVV�ZLWK�
the guidewire.

CAUTION: Failure to pre-dilate the lesion may impair the ability to remove the stent 
system after stent deployment.

3. Introduction of Stent Delivery System
$GYDQFH�WKH�GHYLFH�RYHU�WKH�JXLGHZLUH�WKURXJK�WKH�KHPRVWDWLF�YDOYH�DQG�VKHDWK�

WARNING: If resistance is encountered at any time during the insertion procedure, do not force 
passage. Resistance may cause damage to stent or vessel. Carefully withdraw the stent system 
without deploying the stent.

4. Stent Deployment
D��� $GYDQFH�WKH�GHOLYHU\�V\VWHP�XQWLO�WKH�GLVWDO��OHDGLQJ��UDGLRSDTXH�LQQHU�VXEDVVHPEO\�PDUNHU�LV�GLVWDO�WR�WKH�WDUJHW�OHVLRQ�
NOTE: For the 200 mm stent delivery system, the stent will move back approximately 5 mm from the distal retainer upon initial 

release.

b.  Pull back on the delivery system until there is no slack in the delivery system and the radiopaque inner subassembly markers 

extend distal and proximal to the target lesion.

F��� 2SHQ�WKH�VDIHW\�ORFN�E\�WXUQLQJ�WKH�NQRE�FRXQWHUFORFNZLVH�
G��� ,QLWLDWH�VWHQW�GHSOR\PHQW�E\�SLQQLQJ�GRZQ��KROGLQJ��WKH�LQQHU�VXEDVVHPEO\��SUR[LPDO�JULS��LQ�D�¿[HG�SRVLWLRQ�DQG�SXOOLQJ�WKH�RXWHU�

subassembly (distal grip) toward the proximal grip as shown in Figure 3.

PULL PIN

Distal  

Grip 
Proximal  

Grip 

Figure 3: Stent Deployment

H��� 2QFH�LQLWLDO�GHSOR\PHQW�LV�YLVLEOH�RQ�ÀRXURVFRS\�DQG�SULRU�WR�DFKLHYLQJ�YHVVHO�DSSRVLWLRQ��UHSRVLWLRQ�VWHQW�DV�QHHGHG�XVLQJ�
radiopaque markers.

NOTE: It is recommended to lock the safety lock in order to ensure that there is no relative movement between the grips during 

repositioning.

CAUTION: The stent system is not designed for recapturing or repositioning after 
establishing vessel apposition.

I���� 'XULQJ�GHSOR\PHQW�RI�WKH�VWHQW��WKH�ZKROH�OHQJWK�RI�WKH�ÀH[LEOH�GHSOR\PHQW�V\VWHP�VKRXOG�EH�NHSW�DV�VWUDLJKW�DV�SRVVLEOH��,Q�RUGHU�
WR�HQVXUH�WKDW�QR�VODFN�LV�LQWURGXFHG�LQWR�WKH�GHOLYHU\�V\VWHP��KROG�WKH�SUR[LPDO�JULS�VWDWLRQDU\�DQG�¿[HG��'HSOR\PHQW�LV�FRPSOHWH�
when the outer subassembly marker passes the proximal inner shaft stent marker and the stent is released.

WARNING: If resistance is felt when initially pulling back on the distal grip, do not force 
deployment. Carefully withdraw the stent system without deploying the stent.

CAUTION: Failure to hold the proximal grip in a fixed position may result in partial 
deployment, foreshortening, lengthening or increased deployment force.
CAUTION: The stent is not designed to be lengthened or shortened past its nominal 
length. Excessive stent lengthening or shortening may increase the risk of stent fracture.

NOTE:�,I�D�VHFRQG�VWHQW�LV�QHHGHG��SODFH�WKH�PRUH�GLVWDO�VWHQW�¿UVW��,I�RYHUODS�RI�VHTXHQWLDO�VWHQWV�LV�QHFHVVDU\��WKH�DPRXQW�RI�RYHUODS�
should be kept to a minimum.

5. Post Stent Deployment
D��� :KLOH�XVLQJ�ÀXRURVFRS\�IROORZLQJ�VWHQW�GHSOR\PHQW��ZLWKGUDZ�WKH�HQWLUH�GHOLYHU\�V\VWHP�DV�RQH�XQLW��RYHU�WKH�JXLGHZLUH��LQWR�WKH�

catheter sheath and out of the body. Remove the delivery system from the guidewire.

WARNING: If resistance is met during delivery system withdrawal, advance the outer 
subassembly until the outer subassembly marker contacts the catheter tip and withdraw the 
system as one unit.

E�� 8VLQJ�ÀXRURVFRS\��YLVXDOL]H�WKH�VWHQW�WR�YHULI\�IXOO�GHSOR\PHQW�
c.  If incomplete expansion exists within the stent at any point along the lesion, post deployment balloon dilation may be performed.

CAUTION: Use caution when crossing a deployed stent with any adjunct device.
CAUTION: Stent should not be expanded past its nominal diameter.

G�� 7R�GLODWH�WKH�VWHQW��VHOHFW�DQ�DSSURSULDWH�VL]H�37$�EDOORRQ�FDWKHWHU�DQG�GLODWH�ZLWK�FRQYHQWLRQDO�WHFKQLTXH��7KH�LQÀDWLRQ�GLDPHWHU�
RI�WKH�37$�EDOORRQ�VKRXOG�DSSUR[LPDWH�WKH�GLDPHWHU�RI�WKH�UHIHUHQFH�YHVVHO�

H�� &RQ¿UP�IXOO�VWHQW�H[SDQVLRQ�LV�FRPSOHWH��WKHQ�UHPRYH�WKH�37$�EDOORRQ�IURP�WKH�SDWLHQW�
f. Remove the guidewire and sheath from the body.

g. Close entry wound as appropriate.

h. Discard the delivery system, guidewire and sheath.

MRI INFORMATION 
MR CONDITIONAL
1RQ�FOLQLFDO�WHVWLQJ�GHPRQVWUDWHG�WKDW�WKH�(YHU)OH[�6HOI�([SDQGLQJ�3HULSKHUDO�6WHQW�6\VWHP�VWHQW�LV�05�&RQGLWLRQDO���$�SDWLHQW�PD\�
be scanned safely, immediately after stent placement under the following conditions:

 Static magnetic field of 3-Tesla or 1.5-Tesla

 0D[LPXP�VSDWLDO�JUDGLHQW�PDJQHWLF�ILHOG�RI�����*DXVV�FP�RU�OHVV
 1RUPDO�RSHUDWLQJ�PRGH��PD[LPXP�:%$�6$5�RI�����:�NJ��IRU����PLQXWHV�RI�VFDQQLQJ

MRI-RELATED TEMPERATURE RISE
In non-clinical testing, the EverFlex Self-Expanding Peripheral Stent System stent produced the following temperature rises during 

05,�SHUIRUPHG�IRU����PLQXWHV�RI�VFDQQLQJ��L�H���SHU�SXOVH�VHTXHQFH��LQ�����7HVOD����0+]��0DJQHWRP��6LHPHQV�0HGLFDO�6ROXWLRQV��
0DOYHUQ��3$��6RIWZDUH�1XPDULV����9HUVLRQ�6\QJR�05�����%�'++6�$FWLYH�VKLHOGHG��KRUL]RQWDO�¿HOG�VFDQQHU��DQG���7HVOD�����0+]�
�([FLWH��+'[��6RIWZDUH���;�0���*HQHUDO�(OHFWULF�+HDOWKFDUH��0LOZDXNHH��:,��05�V\VWHPV�

Single, 8mm x 80mm 1.5-T 3.0-T

MR system reported, whole body averaged SAR (W/kg) 2.9 2.9

Calorimetry measured values, whole body averaged SAR (W/kg) 2.1 2.7
Highest temperature rise (°C) 2.0 2.4

Single, 8mm x 120mm 1.5-T 3.0-T

MR system reported, whole body averaged SAR (W/kg) 2.9 2.9
Calorimetry measured values, whole body averaged SAR (W/kg) 2.1 2.7
Highest temperature rise (°C) 2.9 3.7

Single, 8mm x 200mm 1.5-T 3.0-T

MR system reported, whole body averaged SAR (W/kg) 2.9 2.9

Calorimetry measured values, whole body averaged SAR (W/kg) 2.1 2.7
Highest temperature rise (°C) 3.9 4.5

These temperature changes will not pose a hazard to a patient under the conditions indicated above. It is recommended that patients 

UHJLVWHU�FRQGLWLRQV�XQGHU�ZKLFK�WKH�LPSODQW�PD\�EH�VFDQQHG�VDIHO\�ZLWK�WKH�0HGLF$OHUW�)RXQGDWLRQ��ZZZ�PHGLFDOHUW�RUJ��RU�HTXLYDOHQW�
organization.

Artifact Information
05�LPDJH�TXDOLW\�PD\�EH�FRPSURPLVHG�LI�WKH�DUHD�RI�LQWHUHVW�LV�LQ�WKH�H[DFW�VDPH�DUHD�RU�UHODWLYHO\�FORVH�WR�WKH�SRVLWLRQ�RI�WKH�VWHQW���
7KHUHIRUH��RSWLPL]DWLRQ�RI�05�LPDJLQJ�SDUDPHWHUV�WR�FRPSHQVDWH�IRU�WKH�SUHVHQFH�RI�WKLV�GHYLFH�PD\�EH�QHFHVVDU\��

SYMBOL LEGEND

M
Manufacturer

i
Consult instructions for use

IQ
Sterilized using ethylene oxide

h
Catalogue number

g
Batch code

p
Keep dry

w
Keep away from sunlight

H
Use by

D
Do not reuse

L
Do not use if package is damaged

Telephone

FAX Facsimile

Rx Only
For prescription use only

WARRANTY DISCLAIMER
$OWKRXJK�WKLV�SURGXFW�KDV�EHHQ�PDQXIDFWXUHG�XQGHU�FDUHIXOO\�FRQWUROOHG�FRQGLWLRQV��HY��,QF��KDV�QR�FRQWURO�RYHU�WKH�FRQGLWLRQV�
under which this product is used. ev3 Inc. therefore disclaims all warranties, both express and implied, with respect to the product 

LQFOXGLQJ��EXW�QRW�OLPLWHG�WR��DQ\�LPSOLHG�ZDUUDQW\�RI�PHUFKDQWDELOLW\�RU�¿WQHVV�IRU�D�SDUWLFXODU�SXUSRVH��HY��,QF��VKDOO�QRW�EH�OLDEOH�WR�
any person or entity for any medical expenses or any direct, incidental or consequential damages caused by any use, defect, failure or 

malfunction of the product, whether a claim for such damages is based upon warranty, contract, tort or otherwise. No person has any 

authority to bind ev3 Inc. to any representation or warranty with respect to the product. The exclusions and limitations set out above 

are not intended to, and should not be construed so as to contravene mandatory provisions of applicable law. If any part or term of 

WKLV�'LVFODLPHU�RI�:DUUDQW\�LV�KHOG�WR�EH�LOOHJDO��XQHQIRUFHDEOH�RU�LQ�FRQÀLFW�ZLWK�DSSOLFDEOH�ODZ�E\�D�FRXUW�RI�FRPSHWHQW�MXULVGLFWLRQ��WKH�
validity of the remaining portions of this Disclaimer of Warranty shall not be affected, and all rights and obligations shall be construed 

and enforced as if this Disclaimer of Warranty did not contain the particular part or term held to be invalid.

1 -DII�0��'DNH�0��3RPSD�-��$QVHO�*��<RGHU�7��6WDQGDUGL]HG�HYDOXDWLRQ�DQG�UHSRUWLQJ�RI�VWHQW�IUDFWXUHV�LQ�FOLQLFDO�WULDOV�RI�QRQFRURQDU\�
GHYLFHV��&DWKHWHU�&DUGLRYDVF�,QWHUY��6HS���������������������

2 %RVLHUV�0��7RUVHOOR�HW�DO��1LWLQRO�6WHQW�,PSODQWDWLRQ�LQ�/RQJ�6XSHU¿FLDO�)HPRUDO�$UWHU\�/HVLRQV�����0RQWK�5HVXOWV�RI�WKH� 
'85$%,/,7<�,�6WXG\��-�(QGRYDV�7KHU������������������
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