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• Migration ≥ 10 mm between the baseline and the 12 month analysis window 
• AAA enlargement ≥ 5 mm with or without intervention between the baseline 

and the 12 month analysis window 
• AAA rupture through the 12 month analysis window 
• Conversion to open repair through the 12 month analysis window 

 
The baseline assessment shall occur prior to the end of the one month study window 
for the Short Neck Substudy and within the first 90 post-operative days for the High 
Neck Angulation Substudy. 
 

2.4.3 Secondary Endpoints (each substudy) 
In addition to the primary effectiveness endpoints for each substudy population, a 
second group of effectiveness endpoints will be assessed for each substudy at each 
study follow-up interval (unless indicated otherwise). The endpoints will be reported 
descriptively and independent of the performance goals. The secondary 
effectiveness endpoints are defined as the following: 

• Aneurysm-related mortality 
• Stent fracture based on Core lab analysis (stent fracture will be described as 

a whole and classified into subclasses that describe their potential impact on 
CEXC Device proximal fixation.) 

• Individual elements of the primary safety and effectiveness endpoints  
• Reintervention 
• Type II endoleak 
• Type IV endoleak 
• Index Procedure Blood Loss (initial procedure only) 
• Index Procedure Time (initial procedure only) 
• Length of Hospital Stay (initial procedure only) 

2.5 Statistical Hypotheses 
2.5.1 Primary Safety Endpoint (each substudy) 

The analysis of the primary safety endpoint is intended to test the hypothesis that 
the safety of the CEXC Device exceeds the performance goal of 79% freedom from 
safety composite endpoint in each substudy separately. 
The hypotheses are specified as follows: 
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2.5.2 Primary Effectiveness Endpoint (each substudy) 

The analysis of the primary effectiveness endpoint is intended to test the hypothesis 
that the effectiveness of the CEXC Device exceeds the performance goal of 80% 
freedom from effectiveness endpoint events in each substudy separately.   

The hypotheses are specified as follows: 
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