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INSTEAD….

• Effect size: 23% OMT5% TEVAR 80% RRR

• OVERESTIMATED  NEVER seen in RCT

• UNDERPOWERED

• Clinical PLUS Surrogate Endpoints (false lumen 
thrombosis/aortic remodeling as in indication 
impact of TEVAR).

Nienaber et al. Am Heart J 2005;149:592-9



Uncomplicated Type B Aortic Dissection

Primary endpoint:
Major Aortic Complications-Free Survival over 

median follow-up of 5 yrs

TEVAR + Medical 
Therapy

Medical Therapy
TEVAR/Surgery reserved for 

complications during follow-up 



Why Do We Need A Trial?

• Is TEVAR indicated in ALL uTBAD?

• What is the best/optimal medical therapy?

• What happens to the false lumen with TEVAR/OMT?

• Imaging/genetic predictors for aneurysmal degeneration after 
TBAD?

• Who needs to be repaired with OMT?

• Predictors of mortality after TEVAR or OMT?

• When to intervene with TEVAR?

• How frequent to follow up?

• Covering the LSA?

• Extent of TEVAR coverage, fate of abdominal aorta





Methods

• We identified 130 centers in US and abroad that treat patients with 
aortic dissection by TEVAR from within IRAD and Society for Vascular 
Surgery-Vascular Quality Initiative.

• Both registries include experts from vascular and cardiac surgery, 
cardiology, radiology and vascular medicine. 

• Study data were collected and managed using REDCap electronic data 
capture tools hosted at NYU 

• A link to the survey was sent by individual communication to 
investigators as well as group email to the membership of the 
International Registry for Aortic Dissection (IRAD). 

• A second request was sent two weeks later. A third request was sent 6 
month later



Results

• 114 replied yielding a response rate 89%, including 79 centers in the 
US, 4 in Canada, 30 in EU, and 1 in Israel. 

• Eighty-six respondents were vascular surgeons, 18 cardiac surgeons, 10 
cardiologists, and 2 radiologists. 

• All centers indicated the existence of an adequate research 
infrastructure, including prior trial participation, dedicated 
coordinators, and number of research staff with NIH/FDA trial 
experience.



Is there clinical equipoise in your 
center? 
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Do you routinely stent 

uncomplicated type B aortic 

dissection? 
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• The National Heart, Lung, and Blood Institute 
convened a Working Group in 2005, in Bethesda, 
Maryland to identify clinical research opportunities 
and critical gaps in our knowledge about thoraco-
abdominal aortic diseases in order to facilitate 
clinical detection and treatment of these diseases.

• Support a large multicenter clinical trial to compare 
optimal medical therapy to endovascular repair in 
acute uncomplicated type B dissection.



Conclusions

• We need a trial more than ever

• Pragmatic, simple, international, multicenter, 
prospective, randomized, open-label clinical 
trial

• Sample size may be an issue

• Funding


