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S5 S 5550 58 6 M

Time BFRS Theme 58 Speaker EE
9:30-10:00 Registration H3
10:00-10:10 Welcome and Opening Bipg/8AIEEREREFTPL 2axw IITE
[US FDA IDE 2B FDA IDE B3R EEREES )
1R ] o S RES EL
. Regulatory Authority & Framework for device clinical investigation
5 Definiti . o HMNEDRIE: BESHED S8
. Definitions and clinical investigations
10:10-11:10 _ Sway Chang, Ph.D.
3. IDE exemption M
4. SR/NSR determination and the IDE anager
Medical Affairs Department, VCRO
5. Types of IDEs
11:10-11:30 Coffee Break Hig{kR
[ Digital Health — US FDA Regulation S{{ii@##&-US FDA k#R%Eql )
1 Digi 513k 8t
. Digital Health
2. Key Regulations/Guidance/Actions HMNEDRR BRERE BERBHHAER
11:30-12:30 L . Simon Yu, Ph.D.
3. Classification & Categorization
. . Medical Writer
4. Software as Medical Device (SaMD)
L ) Medical Affairs Department, VCRO
5. Communication with US FDA
12:30-13:30 Lunch Break S8R
513 8t
[ Clinical study design for medical device BRI ERAIBEAET) HNEDRR BEEED BEEEHRES
13:30-14:10 1. Required elements of clinical study design Simon Yu, Ph.D.
2. SaMD case study Medical Writer
Medical Affairs Department, VCRO
PEE
[Clinical trial operation EEERERERIRIE) HMNEDRE BARTRRE SRS REE
14:10-15:10 1. Localized regulatory consideration Angel Li
2. Preparation for clinical trial initiation Manager & Project Manager
Clinical Research Department, VCRO
15:10-15:30 Discussion
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	1005 Training Course 9 EDM_final (19.09.09)
	台大博理館位置及交通方式 (19.08.28)
	● 地址:  臺北市大安區羅斯福路 4 段 1 號  國立臺灣大學博理館2樓 201演講廳
	● 地理位置:
	● 交通方式—自行開車
	臺大校內及其週邊停車困難，請多利用大眾運輸系統。



