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Dear Ms. Peterson: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug 
Administration (FDA) completed its evaluation of your premarket approval application (PMA) 
Supplement and issued an approval order on September 10, 2013.  Per our e-mail dated May 22, 
2014, modifications to your conditions of approval were required to appropriately reflect that 
you will participate as a stakeholder in the Society for Vascular Surgery Patient Safety 
Organization governed Vascular Quality Initiative to provide surveillance on your device used to 
treat descending thoracic aortic dissections.  The modified conditions of approval are as follows: 

You have agreed to provide the following data as part of the annual report: 

1. [Unmodified] You currently provide a clinical update to physician users at least annually, 
with information regarding your TAG device.  Future clinical updates are to include 
information from your TAG 08-01 (dissection) clinical study.  At a minimum, the 
information to be included for the dissection study will include a summary of the number 
of patients for whom data are available, with a summary of dissection-related deaths, 
aortic ruptures, aortic enlargements, extension of the dissection, major adverse events 
(i.e., paraparesis, paraplegia, new ischemia), losses of device integrity, and additional 
dissection-related interventions, including the reasons for the interventions.  A summary 
of any explant analysis findings is to be included.  Additional relevant information from 
commercial experience within and outside of the U.S. is also to be included.  

2. [Modified] In addition to providing information regarding your dissection study in your 
clinical updates to physician users, you will report any significant observations from the 
surveillance described below of the use of the TAG device to repair Type B dissections 
in the descending thoracic aorta. 
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In addition to the conditions outlined above, you agree to support and actively participate as a 
stakeholder in the Society for Vascular Surgery Patient Safety Organization governed 
Vascular Quality Initiative and undertake such activities to ensure that surveillance occurs for 
the TAG device when used to repair Type B dissections in the descending thoracic aorta in at 
least 60 patients with acute dissections and 60 patients with chronic dissections.

This surveillance should monitor freedom from dissection-related mortality, additional 
dissection-related intervention, dissection treatment success, the individual elements of the 
composite endpoint dissection treatment success, all-cause mortality, false lumen patency, 
endovascular device penetration of the aortic wall, loss of device integrity, device technical 
success at the time of the procedure, and device procedural success. 

We hope that this error has not inconvenienced you.  If you have any questions about this 
corrective action, please contact Dorothy Abel at (301) 796-6366 or dorothy.abel@fda.hhs.gov. 

Sincerely yours, 

Bram D. Zuckerman, M.D. 
Director
Division of Cardiovascular Devices 
Office of Device Evaluation 
Center for Devices and 
   Radiological Health 

for
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