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Open repair of the aortic arch and frozen elephant
trunk (FET) with the Thoraflex (Terumo) device is often

necessary and best; It an easily be combined with
TEVAR: Indications and results
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Total aortic arch replacement using a frozen elephant
trunk devic multicenter trial

Total Aortic Arch Replacement Using a Frozen Elephant Trunk Device:
Results of a One-Year US Multicenter Trial
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Thoraflex Hybrid EXTEND study
5t May 2023 P
VAN
Prospective, multicenter, e
nonrandomized, single arm
200 subjects (minimum 65 with RelayPro NBS
distal extension

50% subjects enrolled in US

55 sites (Europe/North America)
10-year Follow-up

Study Endpoints
Primary Safety Endpoint:

* Permanent disabling stroke

* Grade 3 SCI: SVS reporting standards and occurring within 30 days
« All-cause mortality: Within 1 year of either procedure

Primary Effectiveness Endpoint:

Technical Success w/absence of

these at 1-YR:

* Lesion-related mortality

 Aortic rupture in the treated
segment

 Lesion expansion

site Reported. Prefiminary Dato. Data moy change. Dota cu

. Secondary interventions:
= Stent graft-induced aortic
wall injury

Fistula

Type I/l endoleak
Migration

Loss of Patency
Thromboembolic events
Failure of integrity

Study Enrollment/Subject Disposition

Subject Disposition

Institution Name Pl Subjects Enrolled ° FDA I‘equlrement
e, ;o 4 for150 patients Demographics Frimany inclcsion ofnetmysm ez
e — lor. & withevaluable Fustform [ G2z
022 Universty of Calorad s n % (n/N) or Mean =+ SD(n) Saccular 24.6% (301122)
016 St Luke’s Medical Conter/Baylor Houston (Common Spiri)  J Coseli I 5 year data
025 Massachusots Geners Hosptal Risssar b Age (years) Primary indication dissection 53.9% (144/267)
N L e — atTreatment ~024+10.9 EE— 5599,
iy ik s ST : +267 subjects enrolled Sex DeBakey Type| 619%
041 Ascension St Vincent Heart Center S Moainle : Male 72.5%(189/261) T —
s oo oo L. ; ; Race -
;:: :4::;:':::!::‘“” fﬁxma : Ex?:::zj::ts withan Caucasian 70% (165/237) Previous aortic surgery 51.3% (134/261)
2 SR IEIL S ‘ ASA Grade 68% (176/259) Involving ascending aorta 67.2% (90/134)
el s : 41 wi 2lv ° procedure planned 41.6%
00 Unerine e Jsien : «&lwithaRelayPro NBS (107/257)
035 Unarsty oss s Bristol and Weston HS Foundston Tust £t At : extension Early Follow-up n=263

P dural Extension Procedural Characteristics
Emergent/Urgent 23.8% (62/261) rocedura
°°"ﬁg'l"a“°" 4 16080 Characteristics +53 subjects undergone 55 extension procedures
lexus 2%

Ante-Flo 32.8% (86/262) _ +98.2% (54/55) were endovascular
Location collar attachment General anesthesia 100% o, :

Zone2 $14% (164267 | | car 24 9255 76.4% (42/55) RelayPro NBS device was used

Zone 3 24.7% (66/267) | | Cerebral perfusion 76.6 £ 93.1 (221) " .

Other 13.9% (371267) || acp 67.2% (1761262) Extension procedure was completed successfully in
CABG 14.9% (39/262) || CPB Time 2087 & 72.2 (261) 95.9% (74/49) with no need for unplanned intervention
Mitral Valve 2.3% (6/262) Aortic Crosf Clamp Time 117.3 £+ 60.8 (259) or emergency surgery due to device failure
Tricuspid Valve 1.5% (41262) | | Total HCA Time 34.7 £ 27.0 (247)
Other 24.1% (63/261) Estimated Blood Loss (mL)  886.6 + 1623.5 (120) Two subjects experienced a device deformation (one compression, one proximal graft infolding)
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Adjudicate Adverse Events . s
Endof .- CEC Adjudicated Follow-up Outcomes
Procedure -Days 1Year 2Years
Number of Subjects Eligible 267 263 89 16 + Two subjects with Rupture in the Non-treated Segment
All-cause Mortality 2.2%(6/267) 3%(8/263) 29 0 + One contained rupture of DTA distally on POD 202, treated with Relay
Lesion-related mortality 2.2% (6/267) 2.3% (6/263) 0 0 TEVAR and subject recovered
Myocardial Infarction (MI) 0 0 0 0 + Second subject expired due to para-visceral aortic rupture
Stroke (all) 207%)  N(4.2%) 0 0 \ i . . .
) e LT Dm0 5 secondarynarvenionsromterentonenpony |t |
SCI (Grade 23) 0 1(.4%) 0 0 Thromboembolic events 3
Renal Failure 2(.7%) 8(3%) 0 0 Loss of patency 2
Respiratory Failure 6(2.2%) 17(6.5%) 0 0 Stent ft induced aorti Il ini 4
Bowel Ischemia 1(.4%) 1(.4%) 0 0 entgrattihcuiceclaoriciwallinjury,
« Overall, 29 (10.9%) site-reported deaths within 1-Yr FU Type Il endoleak 2
* 38 subjects experienced 63 MAE Failure of device integrity 2
Core Laboratory Reported CONCLU S|0N S
« Two reports of migration, both occurring at the distal end of the Thoraflex Hybrid
device, no secondary interventions have been performed due to device migration TEVAR after FET is often required, with an extension

* No reported events of fracture (0/168) or suture break (0/190) procedure planned

At discharge/30 days and follow-up: High rates of technical success were reported for both
_ %(N) _ Thoraflex Hybrid index procedure and extension procedures
/o

19/
[l el U MERRGEEEE Follow-up of the EXTEND study remains ongoing; early results support
2 related to Thoraflex Hybrid the successful distal extension of the Thoraflex Hybrid device

Typelb  2.1%(4/190
U ( ) 2related to Relay extension

Typellla 0.5%(1/190) Related to Relay extension RelayPro NBS is the only FDA approved EV solution for
TypelEntry Flow Typela 0% extension after FET with Thoraflex Hybrid device

Typelb  3.4%(4/119)
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