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VALIANT CAPTIVIA
TYPE B AORTIC DISSECTION US IDE TRIAL

Medtronic Dissection US IDE Trial

Study Evaluate dlinical performance of Valiant Captivia for Treatment
purpose of Acute, Complicated Type B Aortic Dissections.

Study Prospective, non randomized, multicenter, single arm

design 8 sites in the US, 50 patients enrolled between 6/2010 —

52012
Y y Endpoint: 30-day All-Ca lity.

Inclusion: malperfusion (visceral, renal, spinal cord, and/or

lower limb ischemia), rupture.

Exclusion: history of known connective tissue disorder.

Follow-up: 30-day,, 6 months, 12 months and annually through

5 years.
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Procedural Data

Valiant stent graft with the Captivia delivery system

» 100% Delivery and Deployment Success
« Proximal entry tear covered in 100% of subjects
« No misaligned deployment

lmplant zones

= Zone 1: 2% (1/50)

= Zone 2: 58% (29/50)

= Zone 3: 34% (17/50)
= Zone 4: 6% (3/50)
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Select Serious Adverse Events Outcomes
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Dissection-Related Mortality
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+ Day0, Cardiac tamponade 100% Entry Tear Coverage
+ Day1, Mesentericischemia n totalis Per False Lumen Thrombosis
. tocol
Aortic Stabilization 50 Day, Sepsis "oy
*  Day 26, Pulmonary embolism
2 —Barsi-Preumon
= Partial or Complete Thrombosis of
i ““”y{ ot Gt {he Feise Lumen— Stented oo | 1o | ssre | oeow || 1000%
+—ay 315 Respiratory-failure. "
& 60% Segment
£ 5-Year Freedom From L ey e e
g Dissection-Related Mortality oyrayr—C  PerdiiSepss Partial or Complete Thrombosis of
2 40% 5% 5% .9% .0% .9%
¢ 82.5% Syrdyr—{ —Beriierbaesmene the Flso Lumen - Distl Sent o CA3 | SIS | TR | SO || se%
+=Bay-i538-Gancer
2 0%
H * Day 1636, Complications post TAAA repair
b | messenan WS oapiessrimkmonnt el a83% ‘ 652% ‘ s9.1% ‘ 76.9% ‘ 8.8% ‘
e B3 #3 1056 1451 186 * Day 1821, Complications post Asc/Arch replacement Aorta (1429) (1523) (1322) ¢ ) (11/16)

Overall Secondary Endovascular Procedures
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Summary: Main Clinical Points

Long-term Evaluation of Valiant Captivia for Acute, Complicated TBAD
= SICK PATIENTS:
+ 94% presented with DeBakey Class llb dissections; 86% clincally malperfused; 20% with rupture

+ 100% delivery/deployment success

Proximal entry tear successfully excluded in 100% of pts

Freedom from All-Cause Mortality was 65%; Freedom from Dissection-Related Mortality was 83%

Acceptable rate of SAES given the patients’ complex presentations N

No incidents of post-operative rupture through 5-years

= Excellent remodeling was evident over the stented segment, with
significant positive remodeling beyond the stented segment
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Conclusion

Based on these 5-year results:

The Valiant Captivia Thoracic Stent Graft System
is Effective in the Long-Term Management of
Acute Complicated Type B Aortic Dissection
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