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08:40~09:00 Registration and Introduction

27 5L RN IS LA 7 iFMET EL q
BATE R BHBEF 2RI ¥ 77 2 IDE 0® 3 Brian Kersten, PhD.

DVP Regulatory Affairs, Abbott

1. Global Trend in Medical Device Regulations to Prepare forVascular’ e

the New Era of the 4t Industrial Innovation

09:00~12:00* Effie Lin, PhD.
2. Early Feasible Study (EFS) IDE of medical device Associate Director Regulatory
Affairs, Abbott Vascular, USA

3. Early Feasible Study (EFS) IDE including First in Human (FIH) Michelle Grossman

4. EFS IDE- Practical case studies Director Regulatory Affairs
5. Qand A Abbott Vascular, USA

12:00~13:00 Lunch time

BATIE 2 F R BH TR B DR Rt
Zhen Zhang, PhD
1. Adaptive designs of medical devices clinical studies and Director, Worldwide Clinical
practical case Research, Abbott Vascular, USA

Jin Wang, PhD
13:00~16:00* 2. The Use of Bayesian Statistics in the medical device clinical Principal Research Statistician,
trials and case studies Worldwide Biometrics, Abbott
Vascular, USA

Zhen Zhang, PhD

Director, Worldwide Clinical
Research, Abbott Vascular, USA

3. Meta-analysis
4. Qand A

16:00~17:00 Discussion
XA PEE 1B R T RBEFF 2 R ] *Tea break included
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