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MULTICENTER, PROSPECTIVE, SINGLE ARM STUDY
 29 sites in US (26) and Europe (3)

 First patient enrolled per site = roll-in cohort

 Pivotal cohort N = 150, enrolled Feb 2014 – Nov 2014

•INDEPENDENT CONTROLS

 Screening

 Follow-up Assessment

 Safety reviews

 Protocol adequacy

 Event adjudication

 Device or procedure 
relatedness
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VASCULAR INCLUSION CRITERIA

 AAA diameter ≥5cm, or 4.5cm with ≥ 0.5cm growth in 
prior six months, or >1.5x normal aorta

 Proximal neck 18-32mm diameter, ≥10mm length, ≤60°

 Sac blood lumen diameter ≤6cm

 Common iliac blood lumen diameter 9-35mm*

*No minimum iliac landing zone
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SAFETY

 Major Adverse Events at 30 Days

EFFECTIVENESS 

 Treatment Success at 1 Year

• Procedural technical success

• Absence of: aneurysm rupture, conversion, clinically significant migration, 
Type I or III endoleak at 1 year, aneurysm expansion, or device-related 
secondary intervention

All-cause death
Bowel ischemia
Myocardial infarction

Paraplegia
Renal failure
Respiratory Failure

Stroke
Procedural blood loss ≥1L
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N (%)

Male Gender 142 (95%)

ASA Class 3, 4, 5 111 (74%)

Mean ± SD (Range)

Maximum sac diameter (mm) 57.5 ± 6.2 (44-82)

Non-aneurysmal neck length (mm) 31.2 ± 13.9 (10-103)

Max neck diameter (mm) 25.2 ± 2.9 (20-32)

Max right common iliac diameter (mm) 20.4 ± 5.8 (12-50)

Max left common iliac diameter (mm) 20.1 ± 6.0 (11-53)

Aortic neck angulation (°) 29.9 ± 14.1 (3-59)

BASELINE CHARACTERISTICS
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PROCEDURAL / IN-HOSPITAL OUTCOMES

Result (N=150)

Device Implant Time (min) 30 (16-114)†

Fluoroscopy Time  (min) 10 (3-65)

Total Procedure Time (min) 88 (50-205)

Anesthesia Time (min) 158 (50-285)‡

Polymer Fill Volume (mL) 75 (29-215)

Time to Hospital Discharge (days) 1.1 (0.7-64)*

100% technical success

†N=149; ‡N=132; *N=141
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SAFETY: MAJOR ADVERSE EVENTS

Result shown as n (% of N). 

Event
0-30 days 

(N=150)
0-365 days

(N=150)

All Cause Mortality 1 (0.7%) 6 (4.0%)

AAA-Related Mortality 1 (0.7%) 2 (1.3%)

Renal Failure 2 (1.3%) 2 (1.3%)

Bowel Ischemia 1 (0.7%) 1 (0.7%)

Respiratory Failure 2 (1.3%) 2 (1.3%)

Myocardial Infarction 0 1 (0.7%)

Stroke 0 3 (2.0%)

Blood loss >1000 mL 0 0

Patients with one or more MAE 4 (2.7%) 10 (6.7%)
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Outcome
≤1 year
(N=134)

Total Patients with Treatment Success 126 (94.0%)

Total Subject with Treatment Failure 8 (6.0%)

Procedural Technical Failure 0

Aneurysm Rupture 1 (0.7%)

Conversion to Open Repair 1 (0.7%)

Secondary Interventions‡ 5 (3.7%)

Aneurysm Sac Expansion 2 (1.5%)

Clinically Significant Migration 0

Type IA Endoleak at 1 year 0

Type IB Endoleak at 1 year 1 (0.7%)

Type III Endoleak at 1 year 0

EFFECTIVENESS: TREATMENT SUCCESS AT 1 YEAR

*  p-value calculated per method of Fleiss.
‡  There are 5 total secondary interventions through 1Y. The rate is 3.3% when calculated based upon the total study sample size of n=150 for comparative purposes through 1Y, and 

it is 3.7% when calculated based upon a sample size of n=134, which is in accordance with the treatment success definition for all patients that reached the effectiveness endpoint.

Comparator: 80%
P-Value <0.0001*
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CORE LAB-REPORTED ENDOLEAKS

1 month
(N=142)

1 year
(N=133)

Type IA 1 (0.7%) 0

Type IB 0 1 (0.8%)

Type II 8 (5.6%) 3 (2.3%)

Type III 0 0

Type IV 0 0

Type Unknown 0 0
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TYPE IA ENDOLEAK: PROCEDURAL LOW STENT PLACEMENT

LOW IDEAL
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CORE LAB REPORTED DEVICE PERFORMANCE

Parameter 1-Month 1-Year

Stent Fracture 0 0

Stent Stenosis 0 1 (0.8%)

Stent Kinking 0 0

Stent Occlusion† 0 2 (1.3%)

Migration > 10mm* Baseline 3 (2.3%)

Sac Growth > 5mm* Baseline 2 (1.5%)

†Site reported

*Not clinically significant; No secondary intervention
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1Yr 98.7% 

1Yr 96.0% 

FREEDOM FROM ALL-CAUSE & AAA-RELATED MORTALITY
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FREEDOM FROM CONVERSION FREEDOM FROM RUPTURE

1Yr 99.3% 1Yr 99.3% 

Same patient experienced rupture and conversion for recurring Type IA endoleak on day 230
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FREEDOM FROM DEVICE-RELATED SECONDARY INTERVENTION

1Yr 96.6% 
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Nellix IDE Zenith IDE Excluder IDE Endurant IDE

Patients Enrolled 150 200 565 150

Major Adverse Event 

0-30d / 0-365d
2.7% / 6.7 % NR NR 4.0% / 10.8%

All-Cause Mortality      

0-30d / 0-365d
0.7% / 4.0% 0.5% / 3.5% 1.0% / 7.0% 0% / 4.3%

Endoleak 3.1% 6.1% 9.2% 9.8%

Secondary Intervention 3.3% 11.0% 11.5% 6.7%

Limb Occlusions 1.3% 3.0% 0.4% 2.7%

AAA Rupture 0.7% 0% 0% 0.8%

Conversion 0.7% 1% 1.1% 0%

Freedom from Sac Enlargement 98.5% 98.7% 95.0% 100%

1-Yr results for EVAR commercially available devices shown per the respective US FDA Summary of Safety and Effectiveness Data (SSED) 
and peer-reviewed publications of trial results.

P020018 P020004 P100021
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 Primary safety and effectiveness endpoints have been achieved

 100% technical success obtained

 Lowest overall endoleak (3.1%) and secondary intervention 
(3.3%) rates reported at 1-year as compared to FDA-approved 
EVAR devices

 1-year IDE results demonstrate EVAS with Nellix is successful at 
treating a broad range of infrarenal AAA and common iliac 
artery aneurysms

 Longer follow-up needed to ensure durability of EVAS

CONCLUSIONS
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