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Gore ® Excluder® Thoracoabdominal [ Thoracoabdominal aortic aneurysms and highsurgica\]
A risk patients with pararenal aortic aneurysms
Branch Endoprosthesis

PT l. Anatomical

riteria

FDA approval,
January, 2024

First U.S. implants,
May, 2024

30 day outcomes

+ 102 patients with pararenal AAA, extent IV TAAA
* 99% technical success

* 0% mortality

* 0% Type 1or Type Il endoleak

« 7 patients with major adverse events (6.9%)
- 2sCl
- 2 acute renal failure
- 1stroke
- 2 respiratory failure
« Branch patency (100% visceral, 99% right renal, 95.9% left renal)

* 9.4% minor reintervention
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12 month outcomes Branch Performance

* 0% aneurysm-related mortality « 15.9% of patients (19/102) had loss of primary patency of target vessel(s)
* Tmortality on POD 39 due to SMA occlusion « 5.4% branch occlusion rate (22/407) at 1year (4 major adverse events)
« 1 mortality on POD 60 due to acute respiratory failure « 1 patient with SMA occlusion

* 29.4% clinically significant reintervention at 12 months « 3 patients with renal occlusions needed dialysis

Aneurysm Remodeling

Alternative bridging stents?

Impact of aortic lumen L
diameter?

Our algorithm for Endovascular Repair of Complex 71M with symptomatic TAAA after Aortic Arch
Aneurysms repair and FET (chronic dissection)

1. Enrollment in CMD trial if patient can wait 6-8 weeks (on IDE)

2. Cook T-branch (if available) can be considered, and patient has
appropriate anatomy (on IDE)

3. TAMBE if patient has appropriate anatomy (downward going renal

arteries, renal arteries >5mm, IVD > 28mm, iliac access can
accommodate 22 Fr sheath)

4. Physician Modified Endograft if patient cannot wait (symptomatic,
contained rupture that is stable) and anatomy cannot accommodate
TAMBE or Cook T-branch (on IDE)

5. Unstable/rupture - Laser Fenestration

TAMBE

- 37x160mm Gore TAMBE
- 8L VBX for bridging stents (39 for celiac, 59 SMA, and 79 for renals)
- lliac Branch Endoprosthesis (left) with 8Lx59 VBX for internal iliac

) o Large target vessels (renal
Visceral Aortic Diameter >28mm arteries >5 mm

Downward renal arteries
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Physician Modified Endografts

- Used when patient is not a - Patient is enrolled in
Uncomplicated hospital candidate for off the shelf PMEG IDE
course, discharged home d?vfce' CénnOt enrollina e el
POD#7 clinical trial for custom made

device (6-8 week waiting
time) —
- Smaller lliac access T e [ e | v, I
- Upward going renal
arteries

- >4target vessels
Smaller aortic diamaters

- Modified 30-
26-108 Cook
Alpha (16Fr)

PMEG

73F with COPD, CKD,

CHF, CAD who presented
with worsening - 285 CGore
abdominal pain over 5 Excluder
days (16Fr)
- 5.8 cm pararenal aortic
aneurysm - 7,6and 5mm
- Small external iliac VBX bridging
arteries (4.7mm), calified stents (6Fr)
common iliac arteries
- Leftlimb16x
12 Gore limb

(12Fr)

-Uncomplicated
{'$ hospital course,
&N discharge to

home on POD#3

- Bilateral 8mm - Pre-stenting of left Renal
Shockwave artery (5x'19 VBX) N
repair

;

- Bilateral perc 4
vessel fenesterated




Summary

« Gore TAMBE is designed to provide an off the shelf endovascular
solution for TAAA (and pararenal aneurysms)

« Although it has wide applicability and use, one size does not fit all

* Physician modified endograft use should decrease, but will not fully go
away — patient anatomical factors and urgency will still necessitate the
use for PMEG

« Future pathway for PMEG? Is an IDE necessary?
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