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Overview RelayPro IDE Clinical Studies

[Total Devices Implanted

Aneurysm Pivotal Study i T Pivotal Study
RelayPro =110} RelayPro N=50
Aneurysm Devices Implanted 1 [51.8% (57/110) T i 1 [90.0% (45/50)
2 |43.6% (48/110) 2 [8.0% (4/50)
3 [45%(5/110) 3 [2.0%(1/50)
56

Total Devices Implanted 68
Non-Bare Stent (NBS) 77

Non-Bare Stent (NBS)
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Dissection Pivotal Study

RelayPro N=56 182 RelayPro NBS
Dissection P Devices implanted 35.3% (22561 Stent-Grafts implanted
I 4% (26756) between A-, D-, and T-
5 [1a.3% 6/56)
[Fotal Devices Implanted Gl S
Non-Bare Stent (NBS) 54
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Study Design: Prospective, multicenter,
non-blinded, non-randomized study

RelayPro
Dissection
Pivotal Study

(G040175/5086)

Primary Objective:The primary objectives
of this study are to evaluate the safety and
effectiveness of the RelayPro Thoracic
Stent-Graft in subjects with acute,
complicated Type B aortic dissections

“TERUMO
Aortic




20/11/2025

Primary Endpoint Technical Success siereprea

Relay°Pro Dissection Pivotal Study

. is %(n/N)
The primary objectives of this study are to evluate the safety and Resuits published in erre———— R,
e"e{chvenes‘? o(( ;nTe Re\BayPr?_ T(;vorac\tc Stent-Graft in subjects with The Annals of Thoracic Surgery .0%
acute, complicated Type 5 aortic dissections. Evaluation of RelayPro System 100%
+ The primary endpoint s allcause mortaiity at 30-days post-procedure | One-Year Results of a Low-Profile Endograft (8 amees ot ot D 0000 Deployment,
i i i - Stent-Graft Deploye %
+ The primary endpoint was compared to a Performance Goal (PG) of 25%. '[']‘_A‘”‘:' Gomplicated Type B Aortic v Accuracy,
issection
i + Accuracy of Relay System Deployment Acceptable 56(100.0%) Patency, &
Sattcs ProD Subjects (N=50) e e e e, i Petioaintacyits
Jakoause moralty at 30 Gays %) 20% (150) ChvtnC: Sk, D on bl o 0 RyProD vt - Stent-graft patent 56(100.0%)
Upper 95% CI -, 9.1%
pvae” <o - Stent-Graft Integrity Maintained (no wire fracture) 56(100.0%)
The performance goal for the s, compicatn e st Gaction TIAD.
primary endpoint was met Technical success is 100% (56/56) with all primary entry
tears covered (56/56, 100%)
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Mortality cecaduaeots Endoleaks core o reporeea
30 . 2 3
Days Months  Months Years
Subjects w/ Adequate Imaging® 49 31 32 5
12 2 3 Any Endoleaks (Total) 0.0 49) (1131) 2, 4.0 0.0% (0/15)
30Days 6 Months Months Years Years Typela -
Number Eligible for Follow-Up 56 50 45 42 3 " ' o o 0 Type Ib, Type ll,
0 1 0 0
All-Cause Mortality 8.9%(5/68)  2.0%(1/50)  2.2%(1/45)  4.8%(2/42)  0.0%(0/31)
. o 0 . unknown type
Dissection-Related Mortality*  1.8% (1/66)  0.0%(0/50)  0.0% (0/45)  0.0%(0/42)  0.0% (0/31) 0 0 0 0 heve been
reported by the
. Core Laboratory
o o o atany timepoint
0 0 0
0 0 0 0 0
0 0 0 0 0
TERUMO an 5 determined by the Core TERUMO
e Aortic o nedby e ere Aortic

False Lumen Perfusion coe s repsrea

| AVR in 2004

ep

1Month 6 Months 12 Months 2Years 3 Years 4

False Lumen Perfusion » Totalarchand
through Primary Intimal 4.2% (2148) 0 0 0 0 RE|ay Pro debranching
Tear in Mar

+ No Core Laboratory observations of false lumen 65 Year Old Fema|e X ’ d
at the trunk and 4

perfusion through the primary intimal tear after the
month visit
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Thoraflex Hybrid with RelayPro NBS Extension

Case Review

* 34 yo M with Marfans with prior
mechanical aortic root and Asc
Ao replacement for Type A
dissection
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Case Review Case Review
* Redo Sternotomy « Distal Extension
* Total Arch with NBS
replacement with « Distal Extension of
FET 5cm
* Thoraflex « Percutaneous and
26x28x150 staged 4 weeks
* Follow up CTA post
repair with residual
distal aneurysm set
up for TEVAR
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Case Review

Atotal of 56 subjects are enrolled in RelayPro Dissection IDE

* 6 & 12 month follow
up CTA

* Doing well

* Aneurysm Excluded

*NoEL

+ Enrollment complete. Follow-up remains ongoing

100% device deployment, accuracy, patency, & device Integrity
during the index procedure

No observations of stenosis, kinking, twisting, misalignment or bird
beak

Conclusion

+ No ruptures of the dissection septum or fistula formation
Post-market data is currently being collected regarding use of
RelayPro NBS with Thoraflex Hybrid (EXTEND)

Clinical data from RelayPro Dissection IDE
continues to support the Safety and Effectiveness
for the labeled patient population
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