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Background

Evolution of AFX

2011 — AFX Strata: Original graft had concern for Type
Illa leaks

2013 - Longer bifurcated lengths and change in IFU -
now with increase in type Illb endoleaks

2014 — AFX Duraply: New material to decrease Illb
endoleaks

2016 - AFX2: Thicker graft material and updated
design/manufacturing
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Background

Benefits of Unibody Design
- Mimics natural aorta

- Separates graft fixation from
proximal sealing zone

- Preserves native bifurcation
Anatomies
- Reverse taper necks

- Narrow Distal Aorta
- Narrow lliacs

Background

Comparison of Unibody and Non-Unibody
Endografts for Abdominal Aortic Aneurysm Repair
in Medicare Beneficiaries: The SAFF-AA4 Shudu




Study Goal

Goal of this study was to compare the
outcomes of EVAR with endografts that
use proximal fixation to those that use
anatomic fixation in the Medicare
population at three consecutive time
periods that represent different iterations
In the unibody design to see how these
changes relate to durability

Methods - Endpoints

Primary outcomes
- All cause mortality (ACM)
- Aneurysm related reintervention
- aneurysm disease
- EVAR complication after discharge
- post-EVAR aortic rupture
30-day
Long-term

Results
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Total 32,034 4,720 (15%) 27,305 (85%)
Cohort 1 9,754 1,498 (15%) 8,256 (85%)
Cohort2 11,103 1,713 (15%) 9,390 (85%)
Cohort3 11,174 1,518 (14%) 9,656 (86%)

Methods - Patients

Review of Medicare Fee for Service administrative
claims database — 100% of Medicare beneficiaries
All EVAR for AAA from 1/1/2013 — 12/31/2017

2018 - changed CPT coding so could not
differentiated type of device implant

Exclusion
- thoracoabdominal aneurysms
- ruptures
- aortic dissections

Methods - Cohorts

3 Study Cohorts
- Cohort 1: 1/1/2012 — 7/20/2014 — AFX unibody
with Strata fabric
- Cohort 2: 7/21/2014 — 5/9/2016 — Mixture of AFX
with new Duraply fabric, AFX strata and AFX 2
(ratio 26:3:1) — mostly Duraply
- Cohort 3: Mixture of AFX2 and AFX with Duraply
(ratio 15:1) — mostly AFX2

Cohorts were comﬁared to grafts with proximal
fixation and docking limbs during each time period




30-Day Mortality
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Cohort 1 27(1.8%) 157 (1.9%)  0.79
Cohort2  25(1.5%) 147 (1.6%)  0.73
Cohort3  27(1.8%) 154(1.6%)  0.63

4-Year All Cause Mortality

Cohort 1 517 (34.5%) 2633 (31.9%)  0.05
Cohort2 571 (33.3%) 2921 (31.1%)  0.07
Cohort 3~ 455 (30%) 2673 (27.7%)  0.07

Cohort 1 Long-Term

Cohort 1: AF and PF Reintervention and Post-EVAR Aortic Rupture
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Years Post EVAR

30-Day Readmission

Cohort 1 159 (10.6%) 874 (10.6%)  0.97
Cohort2 175 (10.2%) 996 (10.6%)  0.63
Cohort3 141 (9.3%) 944 (9.8%)  0.48

4-Year Endo AAA Repair

Cohort 1 37 (2.5%)  20(0.2%)  <0.001
Cohort2  22(1.3%)  56(0.6%)  0.002
Cohort3 28 (1.8%) 128(13%)  0.11

Cohort 2 Long-Term

Cohort 2: AF and PF Reintervention and Post-EVAR Aortic Rupture
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Cohort 3 Long-Term Conclusion

Cohort 3: AF and PF Reintervention and Post-EVAR Aortic Rupture ngher rates of aortlc rupture and relnterventlon Seen
" [ et 8 erion A0 M -3 R R with AFX in the strata cohort did not persist with
. duraply and AFX2

Contemporary version of AFX2 has a durability
similar to grafts that use proximal fixation

It is safe to use unibody grafts for AAA repair and this
can be a valuable tool for treating difficult
anatomies




