Public Forum 2010 'Frontline of Newest Medical Device Development
2010/12/02 (THR) 13:00 - 17:00 Venue: ShonanKamakura General Hospital

Part I: New-Generation Drug Eluting Stents (Chair: TOHYAMA, SAITO)

13:00 - 13:10 Situation and Problems of Current DES IKENO
13:10 - 13:20 'Biodegradable: its advantage and disadvantage Boston
13:20 - 13:25 Development of Biodegradable-Polymer DES TERUMO
13:25 - 13:30 Development of DES with Reservoir J&J
13:30 - 13:35 Development of Full Biodegradable DES ABBOTT
13:35 - 13:45 What are required for the approval of ‘biodegradable’ DES? FDA
13:45 - 13:55 What are required for the approval of ‘biodegradable’ DES? PMDA

Part lI: Artificial Heart (Chair: KATOH, IKENO)

14:00 - 14:40 How artificial heart has been developed? NOJIRI
14:40 - 14:50 What are required for the approval of artificial heart? FDA
14:50 - 15:00 PMDA
Part lll: | want to use the newest medical devices ASAP! - HBD (Chair: Mitch, IKEDA)
15:10 - 15:20 Chiken and HBD SAITO
15:20 - 15:30 How HBD is important in developping new medical devices? Mitch
15:30 - 15:40 HBD for medical device development: Perspective of Industries = KANEKA
15:40 - 15:50 HBD for medical device development: Perspective of FDA FDA
15:50 - 16:00 HBD for medical device development: Perspective of PMDA PMDA
16:00 - 16:10 HBD for medical device development: Perspective of MHLW MHLW

Part IV: Discussion (Chair: Mitch, SAITO)

16:10 - 17:00 PMDA, MHLW, FDA, CRC, NOJIRI, Keneka, J&J, ABBOTT, Boston, TERUMO

Keep the presentation time. This is a tentative agenda and subject 1o change. If we
have SFDA participation, this agenda will be changed, We may invite people from

newspapers for Part IV. We will not prepare for translation, thus all of the
presentation slides have to include both Japanese and English, If you need
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