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• Consultant for Prytime Medical Devices, Inc.: medical 
advisory board member, stock options
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REBOA Trials and Registries

• AAST AORTA registry
• EVTM / ABOTrauma registry
• Prytime Emergent Truncal Hemorrhage Observational Study
• NHS United Kingdom REBOA Clinical Trial
• DoDTR Registry



AAST AORTA registry

• J Am Coll Surg. 2018:S1072-7515 [Epub ahead of print]
• The Prospective Observational Aortic Occlusion for 

Resuscitation in Trauma and Acute Care Surgery (AORTA) 
study was approved by the American Association for the 
Surgery of Trauma (AAST) Multicenter Trials Committee

• Adult trauma and acute care surgery (age ≥ 18) patients 
undergoing aortic occlusion (AO) in the acute phases after 
injury were enrolled.
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AAST AORTA registry

• Conclusions:
– REBOA may confer a survival benefit over 

Resuscitative Thoracotomy (RT)
– This is most evident in patients not requiring CPR
– Significant further study is required to definitively 

recommend REBOA for specific subsets of injured 
patients



EVTM / ABOTrauma registry

• EndoVascular hybrid Trauma and bleeding Management (EVTM)
• International meeting originated through the department of 

Cardiothoracic and Vascular Surgery, Örebro University 
Hospital, Sweden

• Organized by Dr. Tal HÖrer
• Registry for:

– New Cases (prospective)
– Retrospective data collection (former cases)
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EVTM / ABOTrauma registry

• ICD-10-PCS 
• Coding Tips

– To code Zone I
– W3DJ

– To code 
Zone II-III

– O3DJ



EVTM / ABOTrauma registry

• Eur J Trauma Emerg Surg 2017;1-11
• 96 cases from 6 different countries 

were reported between 2011 and 2016
• Mean age 52 with 88% blunt trauma
• Median ISS of 41
• Median SBP 60 mmHg à 100 mmHg
• Continuous occlusion 52%; 48% non-

continuous occlusion
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EVTM / ABOTrauma registry

• 30-day mortality
– Continuous REBOA 64%
– Non-continuous REBOA 48%

• Extremity compartment syndrome
– Continuous REBOA n=3 (11%)
– Non-continuous REBOA n=0



Prytime Emergent Truncal Hemorrhage 
Observational Study

• ER-REBOA use and FDA Post Market Surveillance Data 
(Jan 2016 – Jan 2018)

• Hospitals using device (worldwide): 232

• Number of uses: 2,577



NHS United Kingdom REBOA Clinical Trial

• Funded by the UK National Institute for Health 
Research (NIHR – the NHS funding body) 

• Funding = 1.3 million pounds 
• A pragmatic Bayesian, randomized and sequential 

block design trial comparing the standard of care 
versus the standard of care plus REBOA in the 
management of abdomino/pelvic hemorrhage



NHS United Kingdom REBOA Clinical Trial

• Does not specify what form “standard of care” is, or what 
REBOA technique/balloon/zone, so it is a pragmatic (both a 
strength and weakness)

• Phase one is powered for failure. If REBOA causes harm, 
should be detected with the first 40 patients

• Phase two is powered for success where the benefit is >10%
• Phase III is full trial N of 140 patients overall, which is powered 

to tell detect >5% difference in outcome



NHS United Kingdom REBOA Clinical Trial

• Trial went live October, 2017
• 7 sites enrolling – Pilot sites for phase 1
• Total of 15 centers for full trial
• Based upon English trauma network, fully integrated national 

system consisting of 25 major trauma centers 

• End-point is 90-day mortality
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DoDTR Trauma Registry

• JTS efforts are supported by the concurrent           
collection and analysis of data maintained in the 
Department of Defense Trauma Registry (DoDTR), 
formerly Joint Theater Trauma Registry (JTTR). 

• The DoDTR is the data repository for DoD trauma-
related injuries

• The goal of this registry is to document, in electronic 
format, information about the demographics, injury-
producing incident, diagnosis and treatment, and 
outcome of injuries sustained by US/Non-US military and 
US/Non-US civilian personnel in wartime and peacetime 
from the point of wounding to final disposition.
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Thank You

Questions?


