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|nitial Experience With the GORE
EXCLUDER° Thoracoabdom'ma\ Branch

Endoprosthesis

haracteristics and case reports from the first three worldwide

An overview of device ¢
implantation procedures
IRA, MD, PuD

BY GUSTAVO 5. ODERICH, MD, AND PIERRE GALVAGN! SILVE

multibranched aortic component. 3 distal bifurcated
ent in patients component, and iliac Jimb extensions: The preizrlcd
(AAAS, and side branch component is 3 specially designed balloon-
andable covered stent graft, the GORE VIABAHN
gis, Unique characteristics of the GORE
VIABAHN BX gndoprosthesis bridging stent graftare
that it couples the radial force: reliable deployment and
ofile (7-8 F) ofa ha\lmwexpﬂndl‘h\n stent-

ndovascular aottic aneurysm repar (EVAR) has
become the first choice of treatm

with abdominal aortic aneurysms

fenestrated, and branched stent-grafts. Large clinical series graft with flexibility comparable to 3 sell—enpandahie
and systematic reviews have show? high rechnical success stent-graft. The side branch components have CBAS"
and lower morbidity and mortality rates compared 10 Heparin Surface.

Sl The TAMBE has been de)igﬂed with retvograde

historical open surgical repair-
Current challenges with the rechnigques of visceral renal portals. The first three clinical cases that are

endovascular incorporation are the limited physician access described herein used two retrograde renal portals and
1o fenestrated and pranched stent grafts, excessive tmedelay  tWO antegrade partals for the celiac axis and sul
s, and lack ofa mesenteric artery (SMA). Device dimensions include
ally designed to @arBet the proximal diameters of 26, 31,and 37 MM length of

d distal diamete of 20mm. An alternate

ORE® EXCLUDER' ‘hom[uabdoﬂ“mﬂ 215 mm; an v
configuration 18 eing evaluar ed, utilizing four antegrade

portals. This antegrade canfiguration 1% not yet approv
StNg dinical studies. A 22
Lired for the 20TUC device,and 2 12-F

visceral arteries.

Branch Endoprosthess (TAMEE) introduces
which is based on the GORE" EXCL UDER" AAA Device
ga nitinol stent frame and. conformable ePTFE for use in ex!
technology- The device 1 intended 1o be used with the introducer is red
palloon expandable GORE* VIABAHN® thndoprmihﬂb tprachial of axillary artery introducer is N
or the self expandable GORE* VIABAHN® gndoprosthesss into the antegrade portals.
covered sent-grafts, offering tWO alternative options (0
railor treatment t© the patient’s anatomy. Juis currently
being investigated in early feasibility dlinical trials int
for endovascular repair of (homconbdomiml and pararenal
aortic aneurysms: The first jmplantation
Dr. Pierre Galvagnt sitveira and colleagues a
Federal de Santa Catarina in Florianopolis Brazi,
Umtdsutemmphnmwh was recently rmed by Dr:
Gustavo Oderich and ¢

Minnesota. This pﬂ.-hminary T
characternstics and the initial clinical expene

three pau-nrurulcd worldwide.

Figure 1. The GORE® EXCLUDER" Thoracoabdominal pranch

als for the celiac axis
portals for the renal anteries. The
portals are bridged 10 e target viscera! anteries using 8 GORE"
VIABAHN' BX Endoprosthesis, which is also shown.

DEVICE DES(R\P‘IION
The TAMBE isan off-the-shelf modular, multi-

component system (Figure 1) composed of 3 proximal
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TAMBE EFS

N
Technical aspects and 30-day outcomes of the W) Gheok for updates 9 2 ‘y ( teg ra d e’ 5 rEt rog ra d e )
prospective early feasibility study of the GORE EXCLUDER [ 0 t e C h n i Ca I
success (renal
artery

Thoracoabdominal Branched Endoprosthesis (TAMBE) to

treat pararena| and extent IV thoracoabdomina1 aortic d M .
aneurysms IsseCtIOn)

Gustavo S. oderich, MD. Mark A. Farber. MD." Pierre Galvagni Silveira. MD.° Rami Tadros, ™MD,

Michael Marin. MD.” Mark Fillinger. MD. Michel Makaroun. ™MD, Jason Hemmer, PhD. and
on. NH: Ppittsburgh. Pa

Meghan Madden. 857 Rochester. Minn Chapel Hill. NC: Florianopolis. Brazil: New York NY: Leban [ ] 0
et 31% MAE (all due to >1000cc EBL)

ABSTRACT
Objective: This study reports the technical aspects and 30-day outcomes of the prospective. multicenter early feasibility

study designed to evaluate the GORE EXCLUDER Thoracoabdominal Branch Endoprosthesis (TAMBE: W. L Gore & _
Associates. Flagstaff. Ariz) Ge
neral approach

Methods: Thirteen patients with pararenal o extent IV lho-awabdomma\ aortic aneurysms were pruspECstely enrolled at
five US sites and one non-US. site from 2014 to 2016, The TAMBE included four portals with either retrograde of antegrade
renal portal configuration and used CORE VIABAHN nallcon-Emar\dah\e Endoprosthesis (W. L Gore & Associates) forstenting G enera | e nd t
of the renal and mesenteric anteries. The primary end point was procedural safety at 130 days. defined by absence of major o raCheal anesthesia
adverse events. including any-cause mortality, myocardial infarction, stroke. paraplegia. bowel ischemia, respiratory failure. Cerebr o 7
severe acute kidney injury (>50% decline inestimated glomerular filtration rate). dialysis. and procedural blood loss >1000mL osplna] ﬂ u id d rai'nage
69 = 8 years. Mean aneurysm diameter was 13

Results: There were 1 male and two fernale patients with a mean age of Neu ro . .
61 £13mm.Atotal of 52 renal and mesenteric arterieswereincorporated (4 vessels/patient} Yechm:alsuccesswasacmeued monitori ng (ss EPor M
in12 patients (929). One patient had inadvertent occlusion of 8 right renal artery due to dissection There was no mortality EP)

\ean length of hospital stay was 5 = 3 days At Cone beam CT assess iz
ment 5

7

S

aneurysm rupture. conversion to open repair, dialysis, of spinal cord Injury.

30 days four patients (3196) had major adverse events, all dueto procedural blood loss >1000 mlL One patient had a type |
endoleak at the distal renal pranch, which was successfully treated by placement of an additional renal stent before Contrast Mate +
dismissal Computed tomography angiography at 30 days showed patent target vessels and no type | of type il encloleak nal V0|ume, mL
conclusions: This study confirms the early feasibility of the TAMBE for treatment of pararenal and extent IV F'uo OS! =
" low morbidity rate support contit roscopy time, minutes 192 + 121

thara:oabdcmmal aortic aneurysms. The high technical SUCCess. no mortality. a

Total operative time, minutes

Transfusi
. ion of packed red blood cells 308 =+ 131

Open surgical exposure

Percutaneous technique

Left femoral artery access .
Open surgical exposure
Percutaneous technigue .

Keck School of
Medicine of USC °
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From the Society for Vascular Surgery

Early outcomes from the pivotal trial of a four-branch off-the shelf
solution to treat complex abdominal and type IV
thoracoabdominal aortic aneurysms

Mark A Farber. MD.” Jon S. Matsumura, MD."” Sukgu Han, MD," Michel S. Makaroun, MD.”

Bjoern D. Suckow, MD,” Carlos H. Timaran, MD,' Bernardo C. Mendes, MD.” and

Gustavo S. Oderich, MD," Chapel Hill. NC: Aurora, CO: Los Angeles, CA: Pittsburgh. PA: Dallas and Houston, TX:
Rochester. MN; and Lebanon, NH

ABSTRACT
Background: This study reports the 30-day outcomes of the primary arm of the GORF FXCIUDFR Thoracoabdominal

Branch Endoprosthesis (TAMBE) pivotal trial for complex abdominal aortic aneurysm repair
Methods: This multicenter, nonrandomized, prospective study of the TAMBE device included patients enrolled in the
primary study arm of extent IV thoracoabdominal aortic aneurysms and pararenal aneurysms. Technical success and

major adverse events were analyzed per the Society for Vascular Surgery guidelines.

Results: The 102 patients of the primary arm who underwent endovascular repair using the TAMBE device were a mean
age of 73 = 6.4 years (range, 58—82 years) and 84 (84.2%) were male. The mean body mass index was 283 = 50 kg/m? Fifty

nine patients (57.8%) were treated for extent IV and 43 (42.2%) pararenal aneurysms: the mean maximum diameter of the
aneurysms was 594 %= 78 mm. A prophylactic cerebral spinal fluid drain was used in 10 patients (9.8%) Technical success
was achieved in 99% of patients, with the single failure owing to unsuccessful cannulation of the left renal artery. Mean
procedure time was 315 x 103 minutes (range. 163-944 minutes). estimated blood loss was 300 = 296 mL (range. 10-2000
mlL). and contrast administration was 1536 £ 735 mL (range, 16-420 mL). The intensive care unit length of stay was 587 =
52.7 hours (range, 1-288 mL). In 28 patients (27.5%). a total of 32 additional endovascular components were deployed to
manage procedural complications including aortic and target vessel dissections and injuries not related to access. Bridging
stent grafts were deployed to incorporate 407 target vessels (mean 1.6/per vessel: range, 1-4). Postoperative transfusion was
required in 14 patients 13.79%). Major adverse events occurred in seven patients (6.9%) through 30 days. Events included
respiratory failure (n = 2), disabling stroke (n = 1), new-onset renal failure requiring dialysis (n = 2), and paraplegia (n = 2) At
30 days. there was one patient with intraoperative rupture: no severe bowel ischemia or lesion-related/all-cause mortality
were reported. The Core lab-reported patency was 100% in the aortic component. superior mesenteric artery, and celiac
artery. and 959% in the left renal and 99.0% in the right renal branch components through 30 days of follow-up. Rein

terventions through 30 days were performed in 9 of 96 patients (9.49%) and were all minor.

Conclusions: Early TAMBE device outcomes demonstrate a high technical success rate, no 30-day lesion-related mor-
tality, and a low rate of safety events within 30 days of the index procedure. (J Vasc Surg 2024:80:1326-35.)

Keywords: Aneurysm: Er slar grafting: Er ular interventions: Endovascular repair: Parasuprarenal: Thoracic/
thoracocabdominal
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W.L. Gore & As;

Edward Newton o 1€
R‘-‘S"imnry Affairs

3450 W. Kiltie Lane
Flagstaff, Arizona 86005

Re: P230023
Trade/Device Name:
! GORE® EXC1 11
'.’.md"c' Code: QzK JORE® EXCLUDER® Thoracoabdominal B,
Filed: July 19, 2023 anch Endoprosthesis (TAMBE)
Dear Edward Newton:

The Center for Devic,
es and Radiologi -
completed its review of ogical Health (C DRH) of
th 3
Thomco:bdominal Br:nZ: L:Ern':;;;nu"“ approval application ( p?\,::m:'ﬁcn"}'s Administration (FDA) has
thoracoabdominal aort rosthesis. This device js indicated furrmd SORE EXCLUDER
ov

¢ aneurysms and high—sur;gical risk patients with .

“ppropriate anatomy as described below. ascular repai in Patients with

Ppararenal aortic ancurysms who have

1. Adequate jlia / f;
e / lemoral access ang brachial / axj
ancury::ns(i:ﬂ:;lm} ortic neck treatment d:::rc: ra:cn =
. Mg Up 10 6.5 cm or | g ol the
E?I::uc neck angle < gg° at the Aortic (fé::bo‘c b .
artery treatment diameter range of § -?Sn:l

©m seal zone of 27 - 34 mm for

A 0st proxi;
Proximal seal zone proximal branch vegge]

3
4.
5
6.
7.
8.

Ahough s eer o
clers o
4y instead be combination pm::ci:rﬂe

please be aware tha
PP :‘JhDalabasc available ar
cessdata. fda gov/s, S efe
, nIscrpts/cdrhy/cfdocy/c fPMA/pma cfm identifies combinati
on product

US. Food & Drug Ades
1093 Mew Harme s
Sher Sprg, M0 2090y
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From the Society for Vascular Surgery

Early outcomes from the pivotal trial of a four-branch off-the shelf
solution to treat complex abdominal and type IV
thoracoabdominal aortic aneurysms

Mark A. Farber, MD,” Jon S. Matsumura, MD,” Sukgu Han, MD,° Michel S. Makaroun, MD,”

Bjoern D. Suckow. MD.® Carlos H. Timaran, MD, Bernardo C. Mendes, MD.? and

Gustavo S. Oderich, MD." Chapel Hill. NC: Aurora. CO: Los Angeles, CA: Pittsburgh, PA: Dallas and Houston, TX:
Rochester, MN; and Lebanon. NH

reintervention

Type | or lll endoleak at index procedure 0
(Core lab determined)

Failure of successful access and delivery

Stented segment aortic rupture 1(1.0)
N onset .ren_l failre requiring (2_.)
dialysis

| Severebowelischemia 0
Disabling stroke 1(1.0)

S e e
Respiratory failure 2 (2.0)

- Myocardial infarction 0
Stroke 1(1.0)

. Pasplega 200
Acute renal failure 2 (20)

Death 0

Secondary end points

Aneurysm-related mortality at 0/102 (0.0)
30 days

AReintervention through 30 days 9/96 (9.4)



From the society for yascular surgery

One-year outcomes from the pivotal trial of a four-branch

off-the-she’lf solution to treat pararena\ and extent \Y)

thoracoabdomina\ aortic aneurysms

Mark A Farber. MD." Sukgu Han. MD! Michel S. Makaroun. MDS Jon S Matsumura. MD.” \
A SancheZ. MD.? Bjoerm D. Suckow. MD.

" al
PA: Aurora CO: Rochester. MN: Houston and Dallas. \

pernardo C Mendes. MD,” Gustavo s, Oderich. MD. Luis

Carlos H T-maran.MD_ Chapel Hill NC: Los Angeles. CA pittsburgh.

X St Louis. Mo: and Lebanon. NH

ABSTRACT

Dlvolal trial

methods: The multicenter. nomandormzed_ prospective study included patients with extent w lhovacoabdommal aortic |
aneurysms (TAAAS) and pafamnal aontic aneurysms (PRAAS) All-cause and adjudw.aled jesion related mn'talltymreasxessed
at12 months. core-lab reported. imaging dependent outcomes incl

 To report 1-year primary-amm outcomes of the CORE EXCLUDER Thoracoabdcmma\ granch Endoprosthesis

uded aneurys™ size. endoleaks assessed through 1-year |

Yullaw-upwndow and target vessel instability (defined as occlusion. stenosis. type e endoleak. of mmeweﬂhon! atlyear H

Results: Oone hundred two patients were treated 59 patients had

an extent IV TAAA and 43 had a PRAA

The mean

maximum aneurysm diameter was 594 £ 78 MM At year. eight patients were lost @ follow-up and six patients died (1 {

dwxce-mla\ed_ 1 pmcedure related and & unrelated causes). NO lesion related mortality occurred Freedom from all
om “clinicalty s..gmﬁcam vemuwenuon‘ and lesion®
related mortality was achieved in 787% and 60 59 of patients with extent W TAAAs and PRAAS. respectively (p= 09} |
At least one target vessel branch occlusion occurred in 1479 of
freedom from target vessel instability at ] year was 9L2% = 1.29% (celt
right renal 908% = 29%. and \eft renal 8OE% = 1196) Acute kidney
n=2 peumanenl. n 1 tempolaly] through 1 year Renal ane
diameters < 5 mm (odds ratio = 304 95% confidence interval: 1.08
ratio = 285 959 confidence interval: 0.88 925 statistically insignifica
¢ vessel com

cause mortality was 941% = 23% The 1-year combined

reinterventions. were classified 3 minor. 13 (8196) for targ
orf p'Dt:d-uve—ve\aled major tmmemnhons in six patie!

clusion (n = 5) and one exploratory |aparotomy after prucedula\ aortic rupture No type m endoleaks were identified |
(Core Lab) through 1 year Aortic en\argement (5 mm) occurred
occurred in 20 patients (23.8%) Aortic component fractures identi

Conclusions: Although mortality remains oW 1 year after treatment with the GORE EXCLUDER Thomcuabdnmmal 1

gs4)and In patients with para-enal aneurysms (odds
nt). Of the 2 reinterventions in 15 patients. 16 (73%)
o plications and 3 019%) for type Il endoleaks Device
tients included thrombectomy or thrombolysis for target vessel o¢ |

patients through 1 year of follow-up At the vessel level

in 5 patients (6.0%). Aneurysm shrinkage (>5 mm) |
fied in 3 patients (3.6%) were clinically insignificant \I

granch Enaopfuszhesls device for extent IV and p.alalenal aneurysms. renal artery occlusion was the plzdomlnam \

adverse event and was pﬁmanly assocmled with PRAAS and smalle

attention should be focused on renal branch assessment to ident

K.ywvl’d-ﬂ Aneurysm Endovascular grafting: Enduvasculan interventio

lhotaca:bdommm Target vessel instability

Keck Scho
ol
Medicine of [Ojgc

r renal vessel diameters. puring extended follow-up. |
tify patients at risk for occlusion (0 Vasc Surg 2025m1 10.)

ns. Endcvas-culanepaw para-supra renal Thoracic/ |

N=102 wi

analof V(;“th 96 patient data
yzed at 1 year follow-up

12 months

: 0 aoorta—related mortality
94% overall survival

29.4% clini
: ically signifi
remterventiony gnificant

Aneurysm Remodeling




1 YEAR TAMBE PIVOTAL DATA

« 14.7% of patients experienced a branch vessel occlusion at 12 months

0 408 1(1) 0 (0) 0.002 99.8 983,100

90-180 days 382 3 (14) 8 (23) 0.009 96.5 942,979

Celiac

0-30 days

0 (0) 0 (0) 0.000 100 100, 100

o 15 (21) 0.010 99.0 952999

180-365 days

(o] 102 0 (0) 0 (0) 0.000 100 100, 100

90-180 days 26 0 (3) 2 (5) 0.017 971 91.2,99.0

Right renal

0-30 days 102 2(2) 0 (0) 0.014 98.0

180-365 days
0

90-180 days



1 YEAR TAMBE PIVOTAL DATA

 Risk factors for renal artery
occlusion

« Arteries < 5mm diameter (OR: 3.04,
95%Cl: 1.08~8.54)

« Pararenal (vs extent IV TAAA) extent
(OR: 2.85,95% Cl: 0.88~9.5).
o ?

« NO association between aortic
luminal diameter, renal angle,
compression, branch length,
tortuosity index, vessel position,
orientation, antiplatelet use.

Keck School of

Medicine of USC

Proportion Free from TVI

relative to patients with TAAAs. As a result of this finding,
the Instruction for Use was limited to high-surgical-risk
PRAA patients. A revised Instruction for Use in endovas-
cular repair in TAAA and high-surgical-risk PRAA patients
is based on a conclusion that the benefits of using the

Uelac arery
SMA

Right renal artery
Left renal artery

0 180 365




1 YEAR TAMBE PIVOTAL DATA
_ « Branch compression was a major

Endoleaks at 12 months”

Type Ia, Ib, or lc o/81 (0) indication for reintervention (33%)
Type Ii 64/91 (70.3) o o
Type Il 0/81 (0) « No statistical association between
eSS TR Lol compression and occlusion
Migration 0/87 (0)
Aneurysm enlargement” 5/93 (5.4) o .
Severe distal thromboembolic events® 2/95 (2.1) M O re CO m m O n I n pa ra re n a I a n e u rys m
Aortic rupture* /94 0.) vs extent |V TAAA
Device- or procedure-related laparotomy® 4/95 (4.2)

Conversion to open repair’

0/94 (0)
0/93 (O

Aot e deyiea 78% were patent at 1 year. Therefore, the need for intra-
ofece in 14/86 (163) operative axial imaging assessment cannot be overem-

Wire fracture 3/83 (3.6) phasized. Angiography alone is not sensitive enough to

Device compression 1/90 (122) detect compression that can be easily resolved during
0/87 (0) the index procedure. Cone-beam CT imaging is recom-
Renal function deterioration through 144 (18j9) mended during the treatment proc.edure. after.deplov~

12 months® ment to evaluate the TAMBE device orientation and
integrity. None of the target vessel compression
Keck School of occluded after secondary intervention. This is an impor-
Medicine of USC tant finding and stresses the need for careful inspection




COMMERCIAL ROLL OUT since 5/2024

* Rapid adoption of TAMBE
Certified and in-progress

il e
e 450+ physicians attended « * ° . X
training . 0 ™ ;...xf.: .:..,,;:-
* 2000+ cases 5 =R AN S 3:??
* ~100 cases per month SN . :." [ e s 2l

* ANZ, Japan s O 4 gL

;. . o ....

"1
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GORE POST-MARKET TAMBE STUDY

e National Pl: Jason T
Lee, MD, Stanford

* Enrollment:
Prospective

* Target Sample Size:
300

* Planned Follow Up:
10 years

Keck School of

Medicine of USC

300

2504

Number of Subjects

—
=3
S

501

~
=
I=%

—
(¥
[=1

Enrollment Progress

Target: 300

-

207

Enrolled
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D
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January 16 2025

“ENROLLMENT HAS
STARTED!!!

CONGRATULATIONS TO DR. JASON LEE AND HIS
RESEARCH TEAM AT STANFORD UNIVERSITY FOR
SUCESSFULLY ENROLLING THE FIRST TWO PATIENTS
IN THE TAMBE POST APPROVAL STUDY, MARKING THE
COMPLETION OF OUR FIRST STUDY MILESTONE!!




PHYSICIAN-INITIATED POST-MARKET "GAP” REGISTRY

Patients Enrolled

Center

uUsC

Southern California Kaiser
Mayo Clinic

University of Missouri
Stanford

University of Texas, Dallas
University of North Carolina
Case Western

Honor Health

University of Utah

University of New Mexico

Currently
92
27
23
22
20
17
13
11
10

1

Enrollment Status: N=241

Mayo Clinic (Rochester) (n=23)

University of Utah (n=5) ("]
[ ]

Stanford (n=20) .

University of New Mexico (n=1) .
USC (n=92)

Southern Califorffia Kaiser (n=27) UT Dallas (n=17)

HonorHealth (n=10)

Keck School of
Medicine of USC



Comorbidities n

Hypertension 209
Hyperlipidemia 168
Coronary Artery Disease 98
COPD 59
Diabetes 47
MI 37
Peripheral Arterial Disease 38
Chronic Kidney Disease 37
Congestive Heart Failure 37
Stroke/TIA 37
Atrial Fibrillation 28
Prior Coronary Artery Bypass Surgery 22
Arrhythmia 18
Oxygen Dependent 3

Smoking History

Prior Use 118
Current Use 52

Genetic History

Family History 12
Marfan's 3
Loeys-Dietz 1
ACTA2 Mutation 1
ASA

2 - Mild Disease 23
3 - Severe Disease Limiting Activity 121
4 - Incapacitating Disease 67

5 - Moribund, <24hr expected survival
ANWNOCU DN AU LIVJUL UL

Medicine of USC

Percentage
89.3%
72.7%
42.2%
25.5%
20.3%
17.2%
16.5%
16.2%
15.9%
15.9%
14.1%
12.5%

9.2%
1.4%

46.9%
21.2%

4.9%
1.2%
0.4%
0.4%

3.4%
49.4%
27.3%

Aneurysm Type

TAAA Extent V
Pararenal
TAAA Extent IV
Paravisceral
TAAA Extent |
TAAA Extent II| -

TAAA Extent Il




Operative Details n

Anesthesia Type
General 186 98.4%
Regional 3 1.6%
CSF Drain Placed 61 31.3%
SES/MEP Monitoring 53 28.0%
Mean Range
OR Time 268 110-747
Procedure Time 185 66-637
Fluoroscopy Time 76.6 11-195
ontrast volume 0 0-01U
EBL 276 20-2000
Blood Products n Percentage
Transfused
PRBC 52 27.1%
FFP 15 8.5%
Cell Saver 2 1.2%
Platelets 0 0%

Keck School of

Medicine of USC

TAMBE Size

31

Intraop Complication
Technical Success
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The Thor minal M. ch Er is (TAMBE) is a commercially available off-the-shelf four-vessel inner | \\
branched endograft for complex abdominal and thoracoabdominal aortic aneurysms. As post-dissection thor- 1
acoabdominal aortic aneurysms (PD-TAAAs) were excluded from the pivotal trials, there is paucity of data on the use of \ \ |
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TRANSFEMORAL TAMBE (N=31)

, 30-day Mortality 3.2% (1) 2.9% (2) 1
‘Coronary Artery - 55 3¢ (10) 33.3% (23) 1 . \ \
Disease Technical Success 96.8% (30) 95.7% (66) 0.5348
Atrial Fibrillation 16-1% (5) 11.6% (8) 0.5343  Adverse Events 22.6% (7) 14.5% (10) 0.3899
i i Major Adverse Events 16% (5) 13% (9) 0.7579
Myocardial 6.5% (2) 13.0% (9) 0.4949 _ :
Infarction Myocardial Infarction 3.2% (1) 0% (0) 0.289
'E;Tffive Heart 15 4% (6) 10.3% (7) 0335 Prolonged Ventilation 3.2% (1) 0% (0) 0.289
‘ Reintubation 0% (0) 2.9% (2) 1
[) )
CABG S5 11.8% (8} 1 Acute Kidney Injury 0% (0) 2.9% (2) 1
Hypertension  93:5% (29) 84.1% (58) 0.3345  New Hemodialysis 0% (0) 4.3% (3) 0.554
e [P (18) 73.9% (51) 0.1601 Bowel Ischemia 3.2% (1) 1.4% (1) 0.496
‘Oxygen . .
Dependent 525, 2 1 16% (5) 7.2% (5) 0.146
Diabetes 19.4% (6) 24.6% (17) 0.6178 C 1
Stroke 22.6% (7) 18.8% (13) 0.7876 Resolved with minimal sensory deficit 60.0% (3) 60.0% (3)
ghromc Kidney 19.45% (6) 13.0% (9) 0.5454 Minor motor deficit 0% (0) 20.0% (1)
isease
Able to move against gravity 20.0% (1) 0% (0)
Able to move the extremity laterally 0% (0) 20.0% (1)
Minimal or no movement 20.0% (1) 0% (0)
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TYPE1A ENDOLEAK REPAIR (N=22)

Coronary Artery Disease 40.9% (9)
Atrial Fibrillation 27.3% (6)

Myocardial Infarction 18.2% (4)

Congestive Heart Failure 13.6% (3)

CABG 18.2% (4)
Hypertension 90.9% (20)
Hyperlipidemia 68.2% (15)
Oxygen Dependent 4.5% (1)
Diabetes 13.6% (3)
Stroke 27.3% (6)

Chronic Kidney Disease 27.3% (6)

Keck School of

Medicine of USC

30.8% (24)
9.0% (7)

9.0% (7)
13.0% (10)
10.4% (8)
85.9% (67)
69.2% (54)
2.6% (2)
25.6% (20)
17.9% (14)
11.5% (9)

30-day Mortalit 4.5% (1 2.6% (2 0.53
0.573

0.443

0.035
970 (0 170 0.197
0252 Major Adverse Events 9.1% (2) 15.4% (12) 0.729
1, Myocardial Infarction 0% (0) 1.3% (1) 1
o,457| Prolonged Ventilation 0% (0) 1.3% (1) 1
07,7 Reintubation 4.5% (1) 1.3% (1) 0.404
Acute Kidney Injury 0% (0) 2.6% (2) 1
! New Hemodialysis 4.5% (1) 2.6% (2) 0.542
0.53  Bowel Ischemia 0% (0) 2.6% (2) 1
0.389 Stroke 0% (0 0% (0
0.37 Wppinal Cord Ischemia 4.5% (1) 11.5% (9) 0.447
0.901




POST-DISSECTION ANEURYSMS (N=23)

|Coronary Artery Disease 8.7% (2) 40.3% (31) 0.005|
Atrial Fibrillation 13.0% (3) 13.0% (10) 1
Myocardial Infarction 0% (0) 14.3% (11) 0.064
Congestive Heart Failure 13.0% (3) 13.2% (10) 1
CABG 0% (0) 15.6% (12) 0.063
Hypertension 100% (23) 83.1% (64) 0.036
Hyperlipidemia 69.6% (16) 68.8% (53) 1
Oxygen Dependent 8.7% (2) 1.3% (1) 0.131
Diabetes 17.4% (4) 24.7% (19) 0.58
Stroke 30.4% (7) 16.9% (13) 0.232
Chronic Kidney Disease 8.7% (2) 16.9% (13) O.51|
Marfans 8.7% (2) 1.3% (1) 0.131
Family history 9.1% (2) 4.0% (3) 0.317

Keck School of

Medicine of USC

30-day Mortality 0% (0) 3.9% (3) 1
Technical Success 100% (23 94.8% (73 1
Adverse Events 26.1% (6 14.3% (11 0.21
Myocardial Infarction 0% (0) 1.3% (1) 1
Prolonged Ventilation 0% (0) 1.3% (1) 1
Reintubation 0% (0) 2.7% (2) 1
Acute Kidney Injury 0% (0) 2.7% (2) 1
New Hemodialysis 0% (0) 4.0% (3) 1
Bowel Ischemia 0% (0) 2.7% (2) 1
Stroke 0% (0 0% (0

Spinal Cord Ischemia 13.6% (3) 9.3% (7) 0.64




EVOLVING TAMBE CONFIGURATION
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VBX + Self Expanding Hybrid Bridging Stent Strategy

Conventiona

30-day 95.8% (115) 100% (20) 95.0% (95) 0.1733
6-month 92.2% (71) 100% (6) 91.5% (65) 0.1807

Keck School of
Medicine of USC




ORIGINAL RESEARCH

Patient-Specific Computational Flow
Simulation Reveals Adverse Hemodynamic
Factors Associated With Occlusion of
Directional Branches After Fenestrated-
Branched Endovascular Aneurysm Repair

Kenneth Tran &, MD; Jesse Chait 2, DO; Emmanuel Tenorio ©9, MD, PhD; Weiguang Yang, PhD;
Alison Marsden 2, PhD; Bernardo Mendes, MD; Jason T. Lee, MD; Gustavo S. Oderich ©9, MD

Simulated abnormal wall shear stress
associated with branch occlusion.
Global assessment of branch geometry
Localization of shear stress
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CONCLUSIONS

« TAMBE provides an off-the-shelf 4 vessel inner
branch platform for cAAA and TAAA

« Rapid, organic adoption with regionalization of
care with improved outcomes through
institutional learning curve

« TAMBE application expanding beyond IFU
(Dissection, Type 1A endoleak, Rupture, Total
transfemoral approach)

« Opportunity for optimization and innovation
through real-world data

Keck School of
Medicine of USC




