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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
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Goals Goals

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

Circulatory System Devices Panel Meeting

November 3, 2021

General Issues Panel

Real World Surveillance of AAA Endovascular Stent Grafts

Goals

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

* Summarize SAFE-AAA
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Primary Objective Primary Outcome

e To evaluate the composite outcome of late _

aneurysm rupture, endograft relining, 3072
endograft extension, conversion to open repair y :
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Secondary Composite Outcome: Late aneurysm rupture, Graft relining or Conversion to open repair o} .
Conclusions
Year1 Period 1a: Powerlink/AFX with Strata i HR 1.32; 95%CI 1.07, 1.63
:::,if'g:,:;,f&i::;hs"mlw A R0.95; SSCI 068, 144 « Among 87,163 Medicare beneficiaries who underwent infra-renal EVAR with
. - - either a unibody or non-unibody device from 2011 through 2017 and had a median
Period 1a: Powerlink/AFX with Strata e HR 1.64; 95%C 1.38, 1.95 . . . . -
Year2 Period 1€ AFX with Strata/AFX follow-up of 1,218 days, unibody devices failed to meet non-inferiority of the
with Duraply/AFX2 * HR 1.29; 95%C1 0.96, 1.74 composite endpoint in comparison with non-unibody devices using a relative
Year3 Ferioda: Powerlink/AFX with strata —— HR 2.14; 95%CI 1.86, 2.46 non-inferiority margin of 5%.
Period 1e: AFX with Strata/AFX
‘with Duraply/AFX2 — HR 1.38; 95%C1 1.06, 181 « Findings were robust to evaluation of confounding
Year 4  period 1a: Powerlink/AFX with Strata HR 2.67; 95%Cl 2.38, 3.01

— Falsification endpoints suggest minimal unmeasured confounding

Year 5  Period 1a: Powerlink/AFX with Strata —— HR 3.06; 95%Cl 2.76, 3.40
+ Risks of secondary endpoints persisted in more contemporary time periods,
Year 6  Period 1a: Powerlink/AFX with Strata . . . . . . . .
e HR 3.25; 95%C1 2,95, 3.59 suggesting the possibility of continued risk associated with newer unibody
Year 7 period 1a: Powerlink/AFX with Strata F—+—1  HR3.30;95%CI 3.01, 3.63 endograft iterations.
Favors Unibody +———  Hazard Ratio —— Favors Non-Unibody )
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Conclusions

« Among 87,163 Medicare beneficiaries who underwent infra-renal EVAR with
either a unibody or non-unibody device from 2011 through 2017 and had a median
follow-up of 1,218 days, unibody devices failed to meet non-inferiority of the

composite ¢ Deyjce-specific long-term failures ©atve
non-inferiorit .
are important

* Findings weiv ivmuot o cvanuausin vi vunnvuniunny
— Falsification endpoints suggest minimal unmeasured confounding

* Risks of secondary endpoints persisted in more contemporary time periods,
suggesting the possibility of continued risk associated with newer unibody
endograft iterations.

|9

Vascular Implant Surveillance and
Interventional Outcomes Network
(VQI-VISION)
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The Vascular Implant Surveillance and Interventional
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An effort to advance evidence evaluation for
vascular devices
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Goals

* 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
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FDA Recommendations
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In collaboration with NCDR'

* Areal-world ?urveillanc syst%m should be
created to collect data through 10 years
post-EVAR.

* The surveillance system should assess the
following clinical endpoints: all-cause
Lifelong Surveillance and Long-Term Postmarket mortality, aneurysm-related mortality,
Data Collection for Patients with AAA aortic rupture, and aortic reintervention.
Endovascular Aortic Repair - Letter to Health

Care Providers * The surveillance system should bfe gesigned
S—— 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
usin, s{)andardized irgagri&% ?r to oIIs and
corelab review maY e Gst feasibly
accomplished at selected clinical centers.

FDA Advisory Panel Recommendations on
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VQI-VISION and Kaiser Collaboratively
Built LEAF for Long-Term EVAR Surveillance

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

Key Advantage: Similar outcomes measured

Reinterver;
R:

and reported across devices, easing pricec
comparison, interpretation and bvice A
benchmarking
|~ Late Endologix |

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

Device B

Deven multidisciplinary vascular societies
s

Long-Term EVAR Follow Up (LEAF) Study Timeline and Deliverables
« Analyses of 2003-2018 data (current CMS DUA)
* Deliverable: Device-Specific SRS Report (2018 data) ‘
« Timeline: 4-8 weeks from start date

 Deliverable: Device Specific SRS Report (2019 data)

« Analyses of 2003-2019 data (linkages and late-outcomes updated under current CMS DUA) ‘
« Timeline: 2-5 months from start date

* Deliverable: Device-Specific SRS Report (up to present year)

« New VRDC DUA- Analyses of most recent available data (2003 - present) ‘
« Timeline: 12 - 18 months from start date

* Phase 4a: Vascular Research Collaborative (VRC) — Led Chart Review:

« VI Centers to collect additional reporting via additional existing CRF

« Deliverable: Additional CRF collected for device-specific analyses as prompted by Phases 1-3

+ Timeline 6-12 months from start date
PYSMBI! « Phase b: Vascular Research Collaborative (VRC) ~ Led Chart Review and Imaging Upload and Review:
* VQl Centers to collect additional images for Core Lab review for relevant questions
« Deliverable: Additional imaging and clinical data collected and reviewed as prompted by Phases 1-3
« Timeline 12-18 months from start date

Long-Term EVAR Follow Up (LEAF) Study Timeline a

« Analyses of 2003-2018 data (current CMS DUA) COOK'
* Deliverable: Device-Specific SRS Report (2018 data) ‘
* Timeline: 4-8 weeks from start date MEDICAL

Phase 4

« Analyses of 2003-2019 data (linkages and late-outcomes ug
* Deliverable .
Timeline: 2 Multl.-StakehoIder
Collaborative Effort Between —
new vRoc  Real-World Data Sources and 2003 - pr
. ?F"V‘e_fab‘f Industry Partners to ensure 21
melnel  device-specific surveillance —
] . ew A4 Endologix
<varcenters First reports issued 12/2025 ¢ cxs )( 9
* Timeline 6-12 months from start date

* Phase 4b: Vascular Research Collaborative (VRC) — Led Chart and Imaging
« VU Centers to collect additional images for Core Lab review for relevar 4
« Timeline 12-18 months from start date ERUMO

@ Medtronic

 Phase 4a: Vas

Goals

* 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
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In collaboration with NCDR®
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