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RelayPro Thoracic Stent-Graft System
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RelayPro Non-Bare Stent Delivery System

Delivery system tip

Inner sheath (30cm)
Outer sheath (60cm)
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Overview RelayPro IDE Clinical Studies
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RelayPro 
Aneurysm

Aneurysm Pivotal Study Implantations
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Transection Pivotal Study Implantations

Dissection Pivotal Study Implantations
182 RelayPro NBS 

Stent-Grafts implanted 
between A-, D-, and T- 

Clinical Studies

RelayPro 
Dissection

RelayPro 
Transection
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Study Design: Prospective, multicenter,
non-blinded, non-randomized study

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

RelayPro 
Dissection 

Pivotal Study 
(G040175/S086)
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Primary Endpoint

Relay®Pro Dissection Pivotal Study
• 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.

• The primary endpoint is all-cause mortality at 30-days post-procedure

• The primary endpoint was compared to a Performance Goal (PG) of 25%. 

Results published in 
The Annals of Thoracic Surgery

One-Year Results of a Low-Profile Endograft in Acute, Complicated Type B Aortic Dissection. Ann Thorac Surg. 2024 Feb;117(2):336-343. doi: 10.1016/j.athoracsur.2023.08.035. Epub 2023 Sep 27. PMID: 37769702.

The performance goal for the 
primary endpoint was met
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% (n/N)

Technical Success at Index Procedure 56 (100.0%) 

Evaluation of RelayPro System

• Stent-Graft Deployed 56 (100.0%) 

• Accuracy of Relay System Deployment Acceptable 56 (100.0%) 

• Stent-graft patent 56 (100.0%) 

• Stent-Graft Integrity Maintained (no wire fracture) 56 (100.0%) 

Technical Success (Site Reported) 

100% 
Deployment, 

Accuracy, 
Patency, & 

Device Integrity 

Data cut of 04 Dec 2023. 

Technical success is 100% (56/56) with all primary entry 
tears covered (56/56, 100%) 
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Mortality (CEC Adjudicated) 

30 Days 6 Months 12 
Months

2 
Years

3 
Years

Number Eligible for Follow-Up 56 50 45 42 31

All-Cause Mortality 8.9% (5/56) 2.0% (1/50) 2.2% (1/45) 4.8% (2/42) 0.0% (0/31)

Dissection-Related Mortality* 1.8% (1/56) 0.0% (0/50) 0.0% (0/45) 0.0% (0/42) 0.0% (0/31)

Preliminary Data. Data may change. Data cut of 15 Dec 2023. *Dissection-related mortality definition includes deaths 
within  30 days: POD 0 – POD 30. All-cause mortality is based on study visit windows as defined by the protocol.  
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Endoleaks (Core-Lab Reported) 

30 
Days

6 
M onths

12 
M onths

2 
Years

3 
Years

Subjects w / Adequate Im aging* 49 31 32 25 15
Any Endoleaks (Total) 0.0%  (0/49) 3.2%  (1/31) 6.3%  (2/32) 4.0%  (1/25) 0.0%  (0/15)

Type Ia

N ew 0 1 0 0 0
Persistent N A 0 1 0 0

Type Ib

N ew 0 0 0 0 0
Persistent 0 0 0 0 0

Type II

N ew 0 0 1 0 0

Persistent N A 0 0 1 0
Type III

N ew 0 0 0 0 0
Persistent 0 0 0 0 0

Preliminary Data. Data may change. Data cut of 15 Dec 2023. *Adequate imaging was determined by the Core Laboratory. In general, images with 
contrast and non-contrast series were regarded as adequate for interpretation of endoleaks.

0% 
Type Ib, Type III, 

Type IV, or 
endoleaks of 

unknown type 
have been 

reported by the 
Core Laboratory 
at any timepoint
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False Lumen Perfusion (Core Lab Reported) 

1 Month 6 Months 12 Months 2 Years 3 Years

False Lumen Perfusion 
through Primary Intimal 
Tear

4.2% (2/48) 0 0 0 0

Preliminary Data. Data may change. Data cut of 23 Jan 2024. 

• No Core Laboratory observations of false lumen 
perfusion through the primary intimal tear after the 

1-month visit
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Relay Pro

55 Year Old Female 

} Pt has Marfan syndrome 

} Type A repair with mechanical AVR in 2004

} Total arch and elephant trunk with complete arch 
debranching and carotid LSA bypass at John’s Hopkins 
in March 2004

} Residual descending TAAA 6cm at the trunk and 4cm 
through visceral segment

} Implanted: RelayPro Bare 38/34 x 200
• RelayPro NBS 34/30 x 150
• RelayPro NBS 32/28 x 150
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3D Axial
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Before Advancing 
Inner Sheath Positioned Final
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Thoraflex Hybrid with RelayPro NBS Extension
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Case Review

• 34 yo M with Marfans with prior 
mechanical aortic root and Asc 
Ao replacement for Type A 
dissection
• Persistent Arch Dissection and 

Dilatation (6.5 cm)
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Case Review

• Redo Sternotomy
• Total Arch 

replacement with 
FET
• Thoraflex 

26x28x150
• Follow up CTA post 

repair with residual 
distal aneurysm set 
up for TEVAR
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Case Review

• Distal Extension 
with NBS 
• Distal Extension of 

5 cm
• Percutaneous and 

staged 4 weeks
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Case Review

• 6 & 12 month follow 
up CTA
• Doing well
• Aneurysm Excluded
• No EL
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Conclusion

A total of 56 subjects are enrolled in RelayPro Dissection IDE

v Enrollment complete. Follow-up remains ongoing  

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

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

v 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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