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DEBATE:
The Safe-AAA Study Emphasizes The 

Importance Of Ongoing Surveillance And 
Continuing EVAR Device Risk: Some EVAR 
Endografts Have Been Found To Have More 

Late Risks Than Others

•FDA U01FD005478 (Sedrakyan = PI)
•NIA U01AG046830 (Skinner = PI)
•PCORI ME-1503-28261 (O’Malley = PI)
•NEST-CC Pilot Award (Sedrakyan = PI)
•AHA SFRN (Creager / Goodney = Project PI)
•SVS-PSO / Society for Vascular Surgery
•AHRQ R21 HS021581  (Goodney = PI)

Disclosures

•Review FDA panel in November 2021 outlining the role 
of device type in long-term EVAR outcomes.

•Summarize the SAFE-AAA Study

•Outline the  Long term EVAR Assessment and Follow 
up (LEAF) System, our multi-stakeholder plan to meet 
FDA’s goals for long-term post-EVAR surveillance
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Goals

•Review FDA panel in November outlining the role of 
device type in long-term EVAR outcomes.

•Summarize SAFE-AAA

•Outline the  Long term EVAR Assessment and Follow 
up System, our multi-stakeholder plan to meet FDA’s
goals for long-term post-EVAR surveillance

Goals
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Secemsky et al, Circulation 2023
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VQI-VISION and Kaiser Collaboratively Has Built LEAF for Long-
Term EVAR Surveillance
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Device-specific long-term failures 
are important

Vascular Implant Surveillance and 
Interventional Outcomes Network

(VQI-VISION)

Journal of Vascular Surgery, December 2020 Dec;72(6):2153-2160
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VQI-VISION Comparision of Long-term Device Specific 
Performance
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Secemsky et al Circulation 2023
Goodney et al BMJ 2022

Device-specific surveillance 
matters!

•Review data shared at FDA panel in November 
outlining the role of device type in long-term EVAR 
outcomes.

•Summarize SAFE-AAA

•Outline the Long term EVAR Assessment and Follow up 
(LEAF)System, our multi-stakeholder plan to meet
FDA’s goals for long-term post-EVAR surveillance

Goals

• A real-world surveillance system should be 
created to collect data through 10 years
post-EVAR.
• The surveillance system should assess the 

following clinical endpoints: all-cause
mortality, aneurysm-related mortality, 
aortic rupture, and aortic reintervention.
• The surveillance system should be designed 

to capture imaging endpoints including 
endoleaks, aneurysm size, and device 
patency because these endpoints are
associated with adverse clinical events. 
• Collection of high-quality imaging data 

using standardized imaging protocols and 
core lab review may be most feasibly
accomplished at selected clinical centers.

FDA Recommendations
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“Device Dashboards” can serve as a near real-
time national signal-detection system

Key Advantage: Similar outcomes measured 
and reported across devices, easing 

comparison,  interpretation and 
benchmarking

VQI-VISION and Kaiser Collaboratively 
Built LEAF for Long-Term EVAR Surveillance

30+ Member Steering Committee includes 
representatives from industry, FDA, and 

multidisciplinary vascular societies

!"#$%&'

( !"#$%F'F()*(+,,-.+,I0(1#2#(34566'"2(789(:;!<
( :'$=L'6#?$'@(:'L=4'.9A'4=*=4(9B9(B'A)62(3+,I0(1#2#<
( C=M'$="'@(N.0(F''GF(*6)M(F2#62(1#2'

!"#$%&)

( !"#$%F'F()*(+,,-.+,IH(1#2#(3$="G#I'F(#"1($#2'.)524)M'F(5A1#2'1(5"1'6(4566'"2(789(:;!<
( :'$=L'6#?$'@(:'L=4'(9A'4=*=4(9B9(B'A)62(3+,IH(1#2#<
( C=M'$="'@(+.J(M)"2KF(*6)M(F2#62(1#2'

!"#$%&*

( L'F(MB:7(:;!. !"#$%F'F()*(M)F2(6'4'"2(#L#=$#?$'(1#2#(3+,,-(. A6'F'"2<
( :'$=L'6#?$'@(:'L=4'.9A'4=*=4(9B9(B'A)62(35A(2)(A6'F'"2(%'#6<
( C=M'$="'@(I+(N I0(M)"2KF(*6)M(F2#62(1#2'

!"#$%&+

( OK#F'(N#@(M#F45$#6(B'F'#64K(7)$$#?)6#2=L'(3MB7<(N P'1(7K#62(B'L='F@
( MQR(7'"2'6F(2)(4)$$'42(#11=2=)"#$(6'A)62="I(L=#(#11=2=)"#$('S=F2="I(7BT
( :'$=L'6#?$'@(!11=2=)"#$(7BT(4)$$'42'1(*)6(1'L=4'.FA'4=*=4(#"#$%F'F(#F(A6)MA2'1(?%(OK#F'F(I.-
( C=M'$="'(U.I+(M)"2KF(*6)M(F2#62(1#2'

( OK#F'(N?@(M#F45$#6(B'F'#64K(7)$$#?)6#2=L'(3MB7<(N P'1(7K#62(B'L='F(#"1(RM#I="I(;A$)#1(#"1(B'L='F@
( MQR(7'"2'6F(2)(4)$$'42(#11=2=)"#$(=M#I'F(*)6(7)6'(P#?(6'L='F(*)6(6'$'L#"2(V5'F2=)"F
( :'$=L'6#?$'@(!11=2=)"#$(=M#I="I(#"1(4$="=4#$(1#2#(4)$$'42'1(#"1(6'L='F'1(#F(A6)MA2'1(?%(OK#F'F(I.-
( C=M'$="'(I+.I0(M)"2KF(*6)M(F2#62(1#2'

P)"I.C'6M(PM!B(T)$$)F(;A(3PP!T<(9251% C=M'$="'(#"1(:'$=L'6#?$'F

The Long-Term EVAR Assessment and 
Follow-Up (VQI-LEAF) System
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Multi-Stakeholder 
Collaborative Effort Between 
Real-World Data Sources and 
Industry Partners to ensure 
device-specific surveillance

First reports issued 12/2025

•Review data shared at FDA panel in November 
outlining the role of device type in long-term EVAR 
outcomes.

•Summarize SAFE-AAA

•Outline the Long term EVAR Assessment and Follow up 
(LEAF)System, our multi-stakeholder plan to meet 
FDA’s goals for long-term post-EVAR surveillance

Goals

Thank You

• Jialin Mao
• Art Sedrakyan
• VQI-VISION Steering Committee
• Kaiser Permanente (Paxton, Chang)
• VQI


