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. Pivotal Study to Evaluate the Safety & Effectiveness of
®
TREQ® Abdominal Stent Graft System the TREO Abdominal Stent Graft System

. q S q q TRED provides both, suprarenal and infrarenal
Three-piece modular design with a wide variety of e fisgath :
sizes, lengths and tapers! active fixation as‘:v::‘Inz:)sI:gl;’nlque Lock Stent

Multi-center, non-blinded, non-randomized study of
treatment with TREO Stent-Graft in subjects with
abdominal aortic aneurysms
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29 US Hospitals

Patients: 150

SUPRARENAL FIXATION

Enrollment from November 2013 - November 2016

i INFRARENAL FIXATION « IDE Number: G100200/S007

« ClinicalTrials.gov: NCT02009644 “TERUMO
4,

Aortic

Primary Analysis (published Jvs, duy 2021 Compliance

Follow-up® ~ Assess Parameter ©

Primary safety endpoint was MAE rate Analysis Window __Eligible for Visita
at30days

1Month 150 T7% of subjects had 148/150(98.7%)
+ 0.7%(95%CI0-3.7%) . 8 Months i CT imaging
Sone : performed at 5-

133/149(89.3%)
Successful aneurysm treatment

1Year 144 131/144(91.0%)
at12months Years
2 Years 131 T19/131(90Y /131(84.7%)  1M1/131(84.7%)
* 93.1%(95% Cl87.4,96.8%)
3 Years 9 108/119(90.8% 97MY(815%)  94/MI(79.0%
4Years 1 96/111(86.5%) 79/M(71.2%)  75/111(67.6%)
5 Years 92 83/92(90.2%)  70/92(76.1%)  67/92(72.8%)  68/92(73.9%)  61/92 (66.3%)
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Kaplan Meier Curve MAEs Aneurysm Size Change (e Lavorstor reporte
. Total 61.4% of subjects
(i fver=e Events Subjects wo P Y whsacregression at
No MAEs were (N=150) y the 5-year
adjudicated as g .0 AVERAGE MAXIMUMD Timepoint
device-related by PatientswithanyMAE ~ 10(9.5%)  34(22.7%) =
th al Events Death (all-cause) 6(5.7%)  25(16.7%) £ om0 TOTAL COHOR
Committee Stroke 100%)  1(7.3%) g i
Myocardial Infarction 2019%)  9(6.0%) g =
Bowel Ischemia 1(0.7%) 2 a0
Respiratory failure 0 H
T e
§
T maedlossef 107%) £ e o o
=z
Paraplegia 0 0 #.0
e o B hedmaue  onh  sMomn  ohan  2ver svar avar svar
. T— s StudvIntervals “TERUMO
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Reasons for Secondary Interventions siereported)
Endoleaks (n=9) Conversion to Open Surgery (n=0)
+ 7 subjects with Type la EL, 8 interventions, + Noconversions to open surgery
* Noaneurysm-related mortality ol esonvedwithextensions
Summary of + 2 subjects with Type Il EL, 2 interventions,
X Y « No aneurysm ruptures allresolved by embolization
Effectiveness
through 5-years * Tmigration ( previously Limb Occlusions (n=3) Other Reasons for Secondary Interventions (n=4)
p rese nte d ) * 3 subjec ith occlusions, 3 n'efv?n(\n\v: 1 + Sac expansion, thrombosis, ischemia, AV
resolved with endarterectomy, arthropl fistula, most resolved with extensions
and embolectomy, and resolved
angioplasty and embolectomy
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Summary of Patency-Related Events (cor Las reported) Kaplan Meier Curve for Patency-Related Events
o ——
6Months 1Year 2Years 3Years 4Years 5Years
Pivotal 100% 100% 100% 100% 100% 100.0% 100.0%
votal (W77 (34134)  (134134)  (UAT) (102102)  (8U/81) (67/67)
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Additional Review

Additional Review

« TA organized a review by an independent vascular surgeon, and internal parties, separate Endoleak Observations O |y e DD b me DL KM e S (e
from the CoreLab review, to assess the differences between Corelab and Site reported « The table on the right provides the site and Core o gans b x wEOs I x e 3 x s
outcomes for endoleak and patency related observations, and potentially establish Lab reported Type | and Type il endoleaks that R o = S e e
contributing factors associated were reviewed. 3 i

. o X + Of the 5 observations that had agreement | |wms wes x  vms wm s s e s 5o

« Each subject with either a CoreLab or site-reported endoleak and patency-related event between the Site and the Core Laboratory, the o T v
for the TREO IDE, CT images were reviewed, and all necessary clinical information was following were noted as potential contributing R o e )
provided factors: , P . o o

> Type la observations(n=4 cases) @i s T x Tonm ms
o Reversed taper neck “strcdps s
o Reversed taper neck/ calcification
o Neck degeneration (proximal)/ under
S1zing Outof 8
0 ‘RLeer‘sedvlaper‘Fec}kféna);u\atwon observations, §
> Type Ib observations (n=' Ld?e had agreement
o Landing zone/ insufficient extension
between the site
and Core-Lab )
“TERUMO “TERUMO
Aortic Aortic
Additional Review Current Status of TREQ in the US
Patency Observations T = e I e et o e US TREO PAS study (post-approval study) (NCT04697784)
* Tne table n the right providesthe ite and Gore Lab reparted e T Uik il « Enrollment of 338 subjects complete at up to 55 US centres (all subjects have completed 1-Year follow-up)
patenicy related cbsefvations tha w @w e eodwn 1 v » « The primary objective: real-world safety and effectiveness outcomes of TREQ in an all-comers population
+ None of the patency observations mn 1grpamem between the | |wmn  wesptewn « wsan @ |
SReandthe Core LaBorato g swew oo« dwom ws
+ Al gbserations were reviewed by the nterdl and extel | |y e R ‘ TREO Registry (now the abdominal module of the TIGER registry, NCT04246463)
part . o . - - Enroliment is complete and follow-up continues
D vume ween oo« wom  se

+ Of these eé]h( observati n< 7 oMervﬁnrn: ha reement
S e B
haveany

For_the m)"w 3 observations, the following are. potential
contributing factors  identified by the internal and 'external
Wers

Right Limb Occlusion Observations (-2 case)

Outof8

Fenestrated TREO

Future Work

FIH custom-made cases performed 2021 in Europe (enrolled in TIGER)

517 custom-made Fenestrated TREO devices have been implanted in Europe through EU Customs (June 2024)
First US case October 2024 (PSIDE)
Pivotal study in US planned 2025

5-year follow-up
continues to show
positive long-term

« Oversizing/ outflow observations,

« Oversizing/ compression thrombus reviewers agreed

+ Left Limb Occlusion(r] case) 5

+ Limb compression(proximel) only 3 had
patency-related

findings

“TERUMO

clinical outcomes
supporting patient
safety

« Multiple additional analyses planned for long-term follow-up
« Planned publication in 2025
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