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PRIMARY OBJECTIVE:

To evaluate custom made 

devices and physician-modified 

FDA-approved devices for the 

treatment of patients with 

complex abdominal, 

thoracoabdominal, and arch 

aneurysms.
External CRO, CEC, Imaging Lab. October 10, 2013



Uniquely positioned regionally 

and nationally for the breadth 

of aortic pathology that we can 

now treat with minimally 

invasive endovascular grafts.

n=421



Current State: Iterative Single Center Reports

“These findings may be limited 

due to the potential for a type 1 

error secondary to limited 

statistical power….”



UNITED STATES 
AORTIC RESEARCH 

CONSORTIUM
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• 10 US sites

• Prospective, 
physician-
sponsored studies

• Independent 
monitoring, FDA 
audited

• Similar device 
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selective use of 
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Past Future



United States Aortic Research 

Consortium 1.0



Aortic Research Consortium 1.0



Aortic Research Consortium 1.0• Dorothy Abel

• Brian Pullin

• Valerie Merkle

• Pablo Morales

• Carmen Gacchina



United States Aortic Research 

Consortium (ARC) 2.0







Patient Dashboard



Data Quality Query Dashboard



Report Designer & Custom Cohort Data Download
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Outcomes of endovascular repair 
of post-dissection and 
degenerative thoracoabdominal 
aortic aneurysms using 
fenestrated-branched stent-grafts

Emanuel R. Tenorio, Gustavo S. Oderich, Mark A. Farber, 
Darren B. Schneider, Carlos H. Timaran, Andres Schanzer, 
Adam W. Beck and Matthew P. Sweet

On Behalf of the United States Fenestrated and Branched 
Research Consortium Investigators



• F-BEVAR was safe and effective with 

nearly similar outcomes in patients with 

post-dissection and degenerative TAAAs;

• Patients with post-dissection had more 

type II endoleak during follow-up;

• Larger clinical experience and longer 

follow up is needed to better evaluate 

differences in mortality, spinal cord 

injury, target vessel instability and 

secondary interventions. 

Conclusions



Expanded Use of Preloaded Branched and 
Fenestrated Endografts for Endovascular Repair of 

Complex Aortic Aneurysms in the US IDE Experience
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Darren B. Schneider, Carlos H. Timaran, Andres Schanzer, 

Adam W. Beck and Matthew P. Sweet
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Conclusions

• The expanded use of preloaded catheters 
and wires of fenestrations and directional 
branches for target artery incorporation is 
associated with even higher technical 
success and lower early mortality. 
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• Selective use of fenestrations and directional 

branches for visceral artery incorporation is 

durable

• Risk of target artery instability is higher for 

renal versus mesenteric arteries

• Greater TAAA extent is associated with 

increased target artery instability

• Future efforts should focus on improving renal 

artery patency and reducing reinterventions

Conclusions



FENESTRATED-BRANCHED ENDOVASCULAR AORTIC 

REPAIR (F-BEVAR) IS A SAFE AND EFFECTIVE OPTION FOR 

OCTOGENARIANS IN TREATING COMPLEX AORTIC 

ANEURYSM (CAA) COMPARED TO NON-OCTOGENARIANS

Fernando Motta1, Gustavo Oderich2, Andres Schanzer3, Carlos Timaran4, Darren 
Schneider5, Matthew Sweet6, Adam Beck7, Matthew Eagleton8, Mark Farber1, The 

United States Fenestrated-Branched Research Consortium
1The University of North Carolina, Chapel Hill, United States, 2Mayo Clinic, Rochester, United States, 3University of Massachusetts Medical School, Worcester, United 

States, 4University of Texas South Western, Dallas, United States, 5Weill Cornell Medicine, NewYork-Presbyterian Hospital, New York, United States, 6University of 
Washington, Seattle, United States, 7University of Alabama at Birmingham, Birmingham, United States, 8Massachusetts General Hospital, Boston, United States



Conclusions:

• F-BEVAR was safe and effective with nearly identical early outcomes 
in octogenarians. 

• Mid-term freedom from branch instability and secondary intervention 
were also similar between groups. 



Results of Fenestrated and Branched Endovascular 

Aortic Aneurysm Repair After Failed Infrarenal 

Endovascular Aortic Aneurysm Repair 

Andres Schanzer, Allison Crawford, Adam Beck, 

Matt Eagleton, Mark Farber, Gustavo Oderich, 

Darren Schneider, Matt Sweet, Carlos Timaran 

June 13th, 2019

SVS Annual Meeting, Washington

On Behalf of the United States Fenestrated and 

Branched Research Consortium Investigators



In Summary

F/BEVAR was safe and effective in patients with prior 

failed EVAR, with nearly identical outcomes as compared 

to patients without prior EVAR. 

Differences in procedural metrics indicate higher level of 

technical challenge when performing F/BEVAR in 

patients with prior failed EVAR.

F/BEVAR, at high volume centers, is a viable option for 

the treatment of EVAR failure that compares favorably to 

historical reports of open conversion.



Sex-related Outcomes after Fenestrated-

Branched Endovascular Aneurysm Repair for 

Thoracoabdominal Aortic Aneurysms 

in the U.S. Aortic Research Consortium

European Society for Vascular Surgery

October 22, 2020

Matthew P. Sweet, MD MS

Associate Professor of Surgery

University of Washington

Division of Vascular Surgery



Conclusions

• Women experienced higher rates of:

– Technical failure (for extensive aneurysms)

– Non-home discharge

– Postoperative sac expansion

• Further efforts needed to improve outcome parity

• Further efforts needed to understand why women 

remain disproportionately less likely to undergo 

operation



n=1681 patients

502
Complex 

Abdominal
(30%)

535
Extent 4 

TAAA 
(32%)

644
Extent 1-3 

TAAA 
(38%)



Classification n
30-day mortality 

n (%)

502 10 (2)

535 13 (2)

644 24 (4)

Total 1681 47 (3)

30-day or in-hospital mortality



Dr. Coselli – 3,309 patients
30 Day Mortality 7%

J Thorac Cardiovasc Surg. 2016.

Dr. Cambria – 516 patients
30 Day Mortality 8%

J Vasc Surg. 2019.

Dr. Safi– 1896 patients
30 Day Mortality 16%

Ann Surg. 2015.



• Deliverables

– Largest dataset of F/BEVAR in the world

– A core group of investigators committed to improving patient care and 
pushing the envelope on endovascular therapies from the aortic valve 
to the common femoral artery

– High quality adjudicated data that is harmonized across sites

• Data that can be leveraged to inform successful trial design

• Data that can be leveraged with the FDA to shorten approval cycles

• Data that is valued by the SVS and the ESVS

– Engine for exchange of ideas and promotion of these technologies, 
ideally within the US and across the globe

United States Aortic Research 

Consortium



• Deliverables

– Infrastructure and more agile regulatory pathway for testing emerging 
technologies to obtain preliminary data

• Example: a purpose-built bridging stent graft

• Marked acceleration of development, testing, and approval of new devices

• Investigators engaging FDA, not just industry

• The FDA has been engaged at the highest levels and is in full support of this effort

– Generalizable data

• Departure from single center reports 

– Standardization of best practices

• Decrease number of device types/configurations

• Build consensus around a suite of products, not an unlimited number of products

United States Fenestrated 

Branched Research Consortium





• Deliverables

– Mitigate risk of CMD to commercialization as preliminary testing and 

market analysis will already have been completed

– Infrastructure to conduct randomized trials

United States Fenestrated 

Branched Research Consortium

More patients getting better care, by 

more providers, using F/BEVAR 

devices.



Green line or red line?



Thank You.


