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Study Title: Proposed Single Center 
Investigational Device 
Exemption: Feasibility of 
Endovascular Repair of  
Ascending Aortic Pathologies 

Investigational Device: Valiant® Thoracic Stent Graft 
with the Captivia Delivery 
System* 

*CAUTION-Investigational device. Limited by Federal (or United States) law to investigational use.

Commercialized Valiant Captivia vs Valiant PS-IDE
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¨ Patient must have a Type A thoracic aortic dissection, 
retrograde Type A thoracic aortic dissection, intramural 
hematoma, penetrating ulcer or pseudoaneurysm of the 
ascending thoracic aorta affecting the area between the 
Sinus of Valsalva and the innominate artery orifice (with 
no involvement of the aortic valve) and be considered 
candidates for endovascular repair; 
¡ Patient must also have at least one cm proximal and distal 

landing zones in the ascending aorta
¡ Aorta between 28-44 mm in diameter; 

¨ The patient must be deemed high-risk surgical candidate 
according to the following established criteria: 
¡ ASA class IV
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¨ Evaluate Valient thoracic endografts for 
treatment of ascending thoracic lesions with 
preserved “tubular” aortic anatomy (non-
aneurysmal) 

     -  deployment accuracy
     -  stability of device in ascending aorta
     - assess aortic remodeling

¨ Since 2013, 15 patients have been treated
     - 6 pseudoaneurysms
     - 3 intramural hematoma
     - 5 Type A dissection 
     - 1 Penetrating ulcer
¨ All ASA grade 4-5 deemed high risk for surgical 

repair
¨ 11patients treated 2013-16
     - 5 pts with IMH & Type A had 1 - 5 yr f/u
     - 5 pts with pseudoaneurysm had 1-7 yr f/u
¨ 2 patients treated with last 12 months

Intramural   Hematoma
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Post-surgical Pseudoaneurysm

Pseudoaneurysm 7 yr Followup  - Max diameter ascending aorta 44 to 40 mm

Ascending Dissection
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¨ FDA is fully supportive and willing to consider Physician 
Sponsored Investigational Device Exemptions (PSIDE)

     -Requires submission of a complete IDE 
       containing all the components needed for a
       commercial IDE addressing specific scientific 
       questions not intended to support 
       commercialization of the devices
¨  Currently several approved PSIDEs
       - many approvals (including commercial studies) with
         approval for ascending aortic dissections, some  
         including pseudoaneurysms, penetrating ulcers or IMH
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¨ Benefits
     - enables investigation of endografts for 
        treatment of critical ascending aortic lesions
        and alows legal billing of CMS and many 
        carriers for procedures and devices

¨ Challenges & Liabilities
     - Requires significant time & financial support
        to prepare IDE, submit for institutional IRB
        approval and collect data and submit annual
        reports. Reporting required for 5 years, and 
        now for life of the patient with annual 
         imaging (CTA preferred) 

¡ Petitioned FDA, both IRBs and CMS to approve 
    Valient Navion for use in PSIDE
    - 14 months to complete approvals
¡ Valient Navion recall required return to Valient
    Captivia device although only 10 cm length 
     remained in production
¡ Applied to FDA to allow shortening of 10 cm Valient
    Captivia to provide shorter lengths for ascending
    aortic repairs
 

¨ FDA required resubmission of revised protocol 
including complete testing to document fatigue 
and durability testing

¨ Final recommendation was for request for 
Compassionate Use Approval for potential

     patients and withdrawal of Amended 
     submission
     - potential loss of reimbursement if this option
       is persued

¨ Very limited in US currently – WL Gore is the   
     active Industry IDE with limited centers in
     Feasibility and Phase 2 ARISE Trial
     - Enrollment has been limited to chronic 
        ascending dissections, penetrating ulcers
        and pseudoaneurysms
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¨ 1 Ascending dissection
¨ 1 aortic pseudoaneurysm
¨ Procedures performed using either modified
     current Medtronic Thoracic device or 10 cm 
     device without modification

       Emphasizes Successes & Challenges 
           of Ascending AorticEndografts
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¨ Pause and assess cardiac status
   - If stable, stop and see  if trapped valve will 
release
   - If aortic insufficiency  not tolerated
      *reposition device with gentle balloon traction
      *evaluate for TAVR valve implant
*** Most important,  pause and evaluate all 
possible options

¨ Stop when  intended life-saving  intervention 
completed unless additional interventions  
mandated to save the patient

¨ Live to fight a 2nd day – perfect result not 
required

¨ When something unintended occurs, stop and 
discuss alternatives – weigh risks of each  and 
only proceed unless something else is required 
to save the patient

¨ Preliminary evaluation of modified Valient 
thoraicic endografts for “tubular” ascending aortic 
lesions including ascending dissections 
demonstrates:

    - accurate deployment
    - secure fixation
    - no migration
¨ Tortuous ascending aorta can lead to 

underestimation of length required for complete 
coverage of outer wall – transapical approach is an 
alternative for “horizontal heart” configurations
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¨ 4-7 yr stability and healing for tubular 
ascending pathologies

     -pseudoaneurysms, penetrating ulcers, 
      dissections, etc (aneurysms not evaluated)
¨ Several centers demonstrating feasibility for 

ascending aortic endografts repairs
¨ Slow commercial development with labor  
     intensive PSIDEs being the only option


