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Purpose

• The LEOPARD trial is the first randomized controlled trial (RCT) 
comparing the outcomes of endovascular aneurysm repair 
(EVAR) using commercially available devices in a real-world 
population.

• ~One third of patients in each group treated outside IFU

• LEOPARD designed to be consistent with current treatment 
guidelines for evaluation and follow-up

• Though with increased sensitivity for events due to higher 
compliance with post operative surveillance
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Design

• Anatomical Fixation (AF) is compared to Proximal Fixation (PF)
• PF is a group of 3 EVAR comparators
• Primary Endpoint is a composite of several Aneurysm-Related 

Complications (“ARC”)
• “At-or-better” design: Evaluates non-inferiority, then superiority, in two 

steps at 1 year
• 8% non-inferiority margin (determined by steering committee)
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Design

• All device-related events and MAEs identified in study reviewed and 
adjudicated by independent physician adjudicator

• Imaging-driven results also reviewed and assessed by 
independent core lab

• >4000 imaging studies obtained
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Enrollment: 455 Total Patients

ENDUR
ANT

EXCLUD
ER ZENITH

91 72 57

AFX WITH DURAPLY/AFX2

235
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LEOPARD: Demographics Representative of Typical 
Patient Population  
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LEOPARD: Vascular Characteristics Across Treatment 
Groups and Reflect Real-World Population  
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Level 1: LEOPARD Procedural Characteristics
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Primary Endpoint – Freedom from Aneurysm Related 
Complications
 

12 
months

24 
months

36 
months

48 
months

60 months

AFX 77.3 73.3 71.6 68.2 63.8

Comparator 68.4 65.5 60.8 58.6 55.5

Aneurysm-Related Complications 
(ARC)
§ Peri-procedural death (<30d)

§ Rupture
§ Conversion to Open Surgical Repair 

§ Endoleak

§ Occlusion
§ Migration >10 mm 

§ Aneurysm Enlargement >5 mm 
§ Device, AAA-Related Reintervention
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Primary Endpoint – Freedom from Aneurysm related 
Complications without Type II
Similar rates across 5 years of follow-up
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Primary Endpoint – Aneurysm Related Complications
 across each comparator

Data cut August 31, 2022 used throughout. The AFX® Endovascular AAA System and associated components are not available in all countries or regions. Please contact your Endologix representative for details regarding 
product availability. Prior to use, refer to the "Instructions for Use” for complete and specific indications, contraindications, all warnings and precautions. RX only. ©2022 Endologix LLC. All rights reserved. MM2595-US 

Rev 01



11/21/24

3

NEWTON-WELLESLEY HOSPITAL

Freedom from Conversion – Statistically Significant

p = 0.0142  (Log-Rank Test) based on post-hoc 
analysis
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Similar Freedom from Occlusion 
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Similar Freedom from All-Cause Mortality, AAA 
Related Mortality
  

Freedom From AAA-Related Mortality

12 months 24 months 36 months 48 months 60 months
AFX 95.7 90.0 84.1 76.4 70.4

Comparator 92.6 88.8 82.7 77.3 74.7

12 months 24 months 36 months 48 months 60 months
AFX 98.7 98.7 98.2 97.0 97.0

Comparator 99.5 99.0 98.5 98.5 98.5

Freedom From All-Cause Mortality
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Freedom from Endoleaks

Freedom From Type I Endoleak Freedom From Type II Endoleak Freedom From Type III Endoleak

12 
m onths

24 
m onths

36 
m onths

48 
m onths

60 
m onths

AFX 97.2 97.2 97.2 94.1 92.8

C o m p a r a to r
98.4 98.4 97.7 96.9 95.1

12 
m onths

24 
m onths

36 
m onths

48 
m onths

60 
m onths

83.5 80.8 79.5 78.8 78.8
75.6 73.7 70.7 70.7 68.4

12 m onths 24 m onths 36 m onths 48 m onths 60 m onths
100 100 99.4 99.4 98.5
100 100 100 100 100
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Freedom from Rupture

12 months 24 months 36 months 48 months 60 months
AFX 100 100 99.5 98.9 98.9

Comparator 100 100 100 99.3 99.3
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Freedom from Reinterventions

AAA-related (includes Type II) Device Related (excludes Type II)
12 months 24 months 36 months 48 months 60 months

AFX 95.2 93.8 90.2 87.2 84.4
Comparato

r

94.4 93.3
91.1

87.7 85.5

12 months 24 months 36 months 48 months 60 months
AFX 95.7 94.3 93.2 90.8 88.6
Comparato

r

94.8 94.3
93.2

91.9 90.3
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AAA Related Reinterventions Types

-20 -15 -10 -5 0 5 10 15 20

Aort ic Ext ension
Bal looning

Embo lizat ion
Fem-Fem Bypass

Ilia c Ste nt ing
PTA/ St en t

Ste nt re lini ng
Thromboly sis

AFX Comparator
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Level 1 evidence in contemporary, real-world patient 
population using commercially available EVAR devices

LEOPARD is the first RCT comparing contemporary 
devices

Provides the first modern randomized control group for future 
trials

Anatomic Fixation performed similarly to Proximal 
Fixation through 5 years

Need to evaluate Anatomic Fixation and Proximal Fixation in 
different patient populations 
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Conclusions:


