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Trial Design

* Prospective, single arm, multi-center, clinical study

* 9 Clinical Centres in Germany

Nirnberg (Verhoeven) / Munster (Austermann) / Munich (Tsilimparis) /
Regensburg (Pfister) / Aachen (Kotelis) / Stuttgart (Geisbiisch) /

GieRRen (Kalder) / Freiburg (Czerny) / Hamburg (Kolbel)

e 100 Patients (expected: about 250 BeGrafts)
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Primary Endpoints

* Efficacy endpoint

a. Technical success, defined as successful introduction and
deployment of the BeGraft

b. Bridging stent patency at 12 months, defined as absence of

restenosis (250% stenosis) or sole target vessel occlusion based on
CT Angio at 12 months

e Safety endpoint

— Absence of procedure related complications and bridging stent
related endoleaks at 12 months.



Secundary Endpoints

. Bridging stent patency post-op and at 6-months

. Freedom from bridging stent related endoleaks post-op and at 6 months

. Freedom from bridging stent related secondary interventio: 6

. Freedom from type | & Ill endoleaks post procedure anéa@ and 12 months

30-day mortality Q
. Freedom from stent graft migration, freedom « *%:ure or dislocation of bridging stent.
. Freedom from AAA diameter increase atG AAQZ months as compared to post-op implantation
. Freedom from aneurysm related seanary endovascular procedures
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. Freedom from conversion to opqn ‘@gical repair post procedure and at 6 and 12 months
10. Freedom from aneurysr@%ﬁ mortality post procedure and at 6 and 12 months

11. Freedom from aneurysmSN#ture within 12 months post-implantation

12. Freedom from any major adverse events post procedural and at 6 and 12 months

13. Health Related Quality of Life scores at 12 months post implantation



Conclusions

* Bentley is the first Medical Company to support a physician-
initiated trial to finally achieve on-label indication for a covered

stent in FEVAR

e Studies:

— Begraft Study in FEVAR: inclusion almost complete
* First report on 1-month outcome expected soon

— BeGraft PLUS Study in BEVAR is also running!



