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Secondary safety outcomes  

• Aneurysm-related mortality at 12 months and annually through 5 years post-
implant 

• MAEs at 30 days 
 

Table 1. Protocol Definitions 
Outcome Definition per SVS reporting Standards 

Technical Success Related Outcomes 
Target Vessel Technical Success  Successful catheterization and  Stent Graft 

placement in all intended target vessels.  
 
For this registry, technical success will be reported for 
the overall procedure and specifically for the vessels 
targeted for treatment with the  Stent Graft.   

Primary Technical Success (Total 
Endovascular Procedure) 
 

A modified technical success definition, requiring the 
following: 

1. Successful side branch catheterization and 
placement of bridging stents with restoration 
and maintenance of flow in all intended target 
vessels 

2. Patency dof all aortic modular stent graft 
components and intended side branch 
components 

3. Absence of type I or type III endoleaks at 
completion angiography that extends beyond 30 
days by confirmatory imaging (CTA, magnetic 
resonance angiography [MRA], or duplex 
ultrasound) 

 

Vessel Patency Related Outcomes 

Primary Patency  
(Primary Endpoint) 

Uninterrupted patency with no occlusion or procedure 
performed to maintain patency on the  Stent Graft 
or native target vessel. Interventions intended to treat 
endoleak or stent disconnection do not count as loss of 
primary patency. 
 

Primary Assisted Patency Endovascular intervention performed to maintain 
patency in the presence of a stenosis before occlusion 

Secondary Patency Endovascular restoration of patency after occlusion of 
the side branch, stent, or stent graft has already 
occurred. Conversion to bypass or inability to treat by 
endovascular means defines loss of secondary patency 









MD188423 21-04 SAP Revision 3 Doc Type SP

CONFIDENTIAL INFORMATION Page 10 of 15 

MD133254 Statistical Analysis Plan Template 
Revision#: 4 
Doc Type: GC 

An independent Clinical Events Committee (CEC) will review endpoint related clinical events during 
the registry to ensure the consistency of endpoints reported by the site. The  21-04 CEC will 
be comprised of an interdisciplinary team of three members with pertinent expertise who are not 
directly involved in the conduct of the registry. 

CEC will be managed by to ensure the independency of the members from the sponsor. 
Sponsor will not take part of any CEC activities and may only deliver initial training to the CEC 
members on the protocol and registry device. 

After review, the CEC will inform  whether or not additional data is required to evaluate any 
specific event, whether or not clarifications are needed. 

Site may need to send anonymized source documentation to CRO related to the events that need 
to be adjudicated by CEC. This committee will operate under pre-specified procedures as outlined 
in its charter. The frequency of data review and other roles and responsibilities of the committee 
will be 
• Site Enrollment Restrictions (if applicable)

Up to 15 sites in Europe will be required to enroll a minimum of 220 patients that have had
treatment with GORE® ®  when used as a 
Bridging Stent with Branched and Fenestrated Endografts in the Treatment of Aortic 
Aneurysms Involving the Renal-Mesenteric Arteries. 

Each site cannot contribute to more than 10% of the total patient for each cohort without 
sponsor approval, with a maximum of 20% of total enrollment for a single site. 

• Core lab (if applicable)
The Core Lab will perform assessments of imaging modalities according to objective
process and standard procedures completed by trained and qualified personnel.
Medical imagery will be transmitted to the Core Lab using the secure, web portal functionality
of the  System. Imaging submitted through the portal will be
stripped of personal health information and replaced with appropriate registry subject
identifiers in automated, systemic fashion. Recipients will process received imaging according
to their standard operating procedures or registry-specific processes. Completed
assessments and measurements will be reported directly in the EDC system and this data is
considered source data.

• Handling of missing dates
All effort will be made to minimize the missing data, however, the data not available will be
treated as missing in the study and the analysis will be conducted on the available data.

5.0 Statistical Analyses 
Analysis Populations 

• The registry population will consist of patients that have had treatment with GORE® ®

 and that meet the registry eligibility criteria. 
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